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In 2012, we continued our journey to become a healthcare solutions provider by
rebranding the company and changing our name to Endo Health Solutions. While
structured as four distinct business segments that are focused on branded and
generic pharmaceuticals, devices and services, we operate under a common set of
guiding principles that enable us to provide quality products to our customers and
improve the lives of patients. We believe growth opportunities exist in each business,
though challenges in the changing healthcare landscape have and will continue to
test our segments.

We were confronted with numerous challenges over the course of 2012, including declines in procedural volumes
in American Medical System’s (AMS) women's health business reflecting recent industry shifts following the U.5.
Food and Drug Administration’s (FDA) September 2011 advisory committee meeting regarding the use of surgical
mesh in pelvic organ prolapse, and the disruption of a significant portion of our supply chain as a result of an issue
with one of our third party manufacturers, Novartis. Despite these challenges, our revenues exceeded $3.0 billion,
an 11 percent increase from 2011, As we continue our evolution, manage to execute on our four business segments
and capitalize on marketplace opportunities, our business remains rooted in the pain management and
urology sectors.
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Our Endo Pharmaceuticals revenue was $1.68 billion and the portfolio revenue rate grew by one percent year-
over-year. 2012 was a major transition for several key Endo Pharmaceuticals products. We reached an agreement
with Actavis, Inc., resolving an infringement lawsuit over two patents related to LIDODERM® (lidocaine patch
5%), a locally-acting topical medication for the relief of pain associated with post-herpetic neuralgia. The FDA has
approved a generic version of LIDODERM, and we expect to see Actavis' generic version of LIDODERM enter the
market in mid-September 2013.

In March 2012, we launched a reformulated version of OPANA® ER (oxymorphone HCI) with INTAC® technology
designed to be crush resistant. OPANA ER is now available in seven dosage strengths: 5,7.5, 10, 15, 20, 30 and
40mg. We believe that using innovative crush-resistant technologies is important for patient and societal safety,
as these formulations may reduce the rates of some common methods of abuse including pill crushing.

Based on preliminary results from interim analyses of two independently-run, on-going epidemiology studies

on the effect of the reformulation on the rates of abuse of OPANA ER, the reported prescription-adjusted rate of
abuse of the reformulated OPANA ER dropped more than 39 percent as compared to historical (2011) baseline
abuse rates of the original OPANA ER formulation during the period April 1, 2012 through December 31, 2012.
Additionally, the reported rate of abuse of the crush-resistant reformulated OPANA ER product was approximately
79 percent lower than the reported rate of abuse of the crushable oxymorphone extended-release generics,
during the same period. We believe this data, although preliminary, supports our position that non-crush-resistant
formulations of long-acting opioids should not be available on the market if abuse-deterrent formulations

are available.

Today, our Qualitest portfolio ranks sixth in U.S. drug prescription volume, based on IMS Health data for the 12
months ending December 31, 2012. Market opportunities continue to exist in generic drug manufacturing, where
eight out of every 10 prescriptions filled in the United States are generic drugs. In 2012, our Qualitest segment
reached revenues of $633 million and achieved an 18 percent year-over-year growth in dosages manufactured.

As a leading manufacturer of controlled substances in the United States, Qualitest holds a competitive advantage
in the marketplace. Pain products containing controlled substances as well as liquid medications represented
nearly 60 percent of Qualitest’s net sales in 2012. These products present a higher barrier-to-entry than the
broader generics industry and are a strong driver for continued value creation.



Since Endo acquired Qualitest in 2010, we have expanded manufacturing output significantly. Qualitest
manufactured approximately 10 billion doses in 2010 and that has increased to more than 14.1 billion doses
in 2012. In order to capture future revenue growth opportunities, we plan to continue expanding production
capacity over the next several years through capital investment, more efficiently utilizing our facilities, and
selective outsourcing.

In urology, medical devices and procedures are revolutionizing medical practice as the demand for new
treatments continues to rise. Endo is well-positioned to answer this call for new and befter therapies, and to
maximize on expanded opportunities for future growth in this market segment.

AMS is a leader in minimally invasive surgical products and its therapies treat very common urological diseases
that are associated with aging. The aging baby boomer population has provided a long runway for growth for

the segment and will likely lead to increased demand for such devices. in 2012, more than 315,000 patients were
treated with AMS devices. AMS's sales have grown from $100 million as a standalone company in 2000 to

$504 million in 2012, and we expect to return to low-single digit growth on a pro forma basis in 2013,

In each of the AMS lines of business — men's health, women's health, and benign prostatic hyperplasia (BPH)
— opportunities exist for product development and innovation, international expansion, organic growth and
commercial excellence. Device offerings expanded in 2012, including the global launch of three women’s health
products, and the launch of a new MoXy® 650kJ fiber for the class-leading Greenlight XPS® system.

Net sales declines in wormen's health were driven by year-over-year declines in procedural volumes reflecting
recent industry shifts following the FDA's September 2011 advisory committee meeting regarding the use of
surgical mesh in pelvic organ prolapse. AMS remains focused on educational activities as part of an overall
effort to continue to encourage patients and physicians to discuss the risks and benefits of AMS's surgical mesh
devices as an important treatment option for patients who suffer from stress urinary incontinence and pelvic
organ prolapse. In order to return AMS to growth in 2013, it will be essential to stabilize the women's health
business in the United States, expand our reach in key men's and prostate health products, and expand
operating margins.

AMS also completed enroliment in 2012 for its randomized, prospective, multicenter study (known as the Goliath
study) designed to compare GreenLight XPS and transurethral resection of the prostate (TURP). The study —
powered for safety and effectiveness, and including healthcare economic data for the treatment for enlarged
prostate — enrolled 291 subjects at 30 investigational sites in 11 different European countries. Results of the stucly
will be published in 2013, and, if positive, could help show doctors and patients the benefit of utilizing GreenlLight
XPS versus TURP.

The interplay between AMS and our HealthTronics segment has allowed for testing and planning for current
products and services while evaluating innovation in the marketplace through the eyes of the physician. We
believe that this collaboration provides us with a competitive advantage. Together, AMS and HealthTronics have
built a strong presence in the urology marketplace where they enjoy broad and comprehensive relationships with
providers. These opportunities will allow us to create more organic value from these two segments than either
could have achieved on its own.




Within the HealthTronics segment, electronic health records (EHR) represent an important service offering for
us in the urology channel. Currently, approximately 2,200 providers are using HealthTronics EHR technologies.
We believe that owning these EHR platforms provides HealthTronics with several options for additional revenue
opportunities in the future of outcomes-based reimbursement, patient demand for transparent effectiveness
measures, and the continued push towards data to enable lower cost, better quality healthcare.

Maximizing Opportunities

Our evolution into Endo Health Solutions, composed of our four business segments, now encompasses more
products, added production capacity, greater research and marketing expertise, a larger and more robust
pipeline, new platforms for growth and more treatment options to offer physicians and their patients than it did
just three years ago. Where Endo’s story in 2012 focused on addressing challenges that faced the business, our
story in 2013 will be focused on executing in our four lines of business and continuing integration.

Opportunities exist in our Endo Pharmaceuticals segment by targeting key markets in the healthcare industry,
and in AMS to broaden our medical device presence internationally, with new prospects for market expansion and
revenue growth. Opportunities also lie in our pipeline to expand our offerings and sustain our record of leadership
in the treatment of pain. This includes the development of an investigational chronic pain product, BEMA®
Buprenorphine. If approved, this drug will enhance our branded pain management portfolio and contribute to
growth starting as early as 2015.

in 2013, we will continue to streamiine efficiencies in the business to improve overall performance and further
focus on maximizing our investments in key growth markets. As part of our streamlining process following

an aggressive acquisition period, we've aligned key segments of our company to strengthen our employee
collaboration capabilities, and overall enhance our performance. In order to provide a more efficient facility
infrastructure for the company, a new Finance Shared Services Center was established in Austin, TX to support
business operations across the enterprise, new R&D alignments were implemented, a new AMS-EMEA (Europe,
Middle East and Africa) office was established in Amsterdam, and construction of a new company headquarters,
located in Malvern, PA was completed.

As | retire from my position as Endo's CEQ, | remain enthusiastic about what is to come for the organization.

Our progress in the past five years together created fertile ground for Endo to nurture its growth. The vision we
embraced is much bigger than one employee or one leader, it was something each colleague developed together
and it will continue to inform enterprise decisions for years to come. Endo will continue to be tested in its quest
towards fulfilling its vision, but the end reward will provide future generations with a more holistic healthcare
experience than ever thought possible. | have full confidence in Endo’s future and its employees in creating
sustainable growth for the company.

Sincerely,

David P. Holveck
Retired President and Chief Executive Officer
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To Our Shareholder

Looking Forward

Over the last several years, Endo has grown from a $1.3 billion business in 2008 — heavily dependent on its
leading product, LIDODERM® — to a diversified $3.0 billion healthcare solutions company in 2012. Although
during this period Endo achieved much success, in 2012 the company’s successes were impacted by numerous
challenges. However, the diversification strategy we implemented under the jeadership of Dave Holveck has left
Endo poised for a new chapter in its short history. Qur company now has four key business drivers: branded and
generic pharmaceuticals, devices and services, where just five years ago we were essentially a specialty branded
pharmaceuticals business.

Dave retired in March 2013, and we thank him for his vision and leadership. As we transition to new leadership,
the Board is focused on improving operating efficiency and execution as well as continuing integration of our
four businesses.

Among the key attributes we were looking for in Endo’s CEO was an executive with strong leadership skills,
substantial operating and integration experience and knowledge of our markets. We wanted a CEO with the
ability to drive outcome-oriented approaches to increase shareholder value using Enda’s unique position in
the marketplace. We believe Rajiv De Silva possesses these abilities and we are confident that he will apply

his substantial operational experience and outstanding leadership skills to build upon the foundation that has
been created over the last few years. His track record in generating growth and profitability, managing complex
integrations, and delivering for shareholders is sure to serve us well.

The Board and the entire Endo team are excited about what Rajiv can accomplish here — and we look forward
to working with him to enhance shareholder value.

Sincerely,

Roger Kimmel
Chairman, Board of Directors




Welcome Message from Rajhi
It is an honor and privilege to serve as your new CEQ and to lead a growing and dynamic organization. From my
perspective, Endo occupies a unique position in the healthcare market — able to deliver innovative products and
services across multiple platforms with clear strengths in the medically important areas of pain management and
urology — and | am excited to work with my Endo colleagues to further strengthen our company in these spaces.

Endo has experienced rapid transformation in the last several years. As with many companies that experience
periods of growth and evolution, Endo has seen much success, as well as challenges and obstacles. | am
committed to leading the Endo team in delivering meaningful products and services to patients and customers,
and enhancing shareholder value. | look forward to working with the Endo team to build on its strengths and
deliver growth while also improving cost management, execution and integration to enable Endo to make the
most of its many opportunities.

As the healthcare industry continues to evolve, we must work to maximize our opportunities and continuously
develop strategies that will enhance our company in the marketplace. Although we still have a lot of work ahead,

our foundation is strong, and | am eager to be part of Endo’s next chapter.

Sincerely,

Rajiv De Silva
President and Chief Executive Officer



Endo has a long legacy of bringing to market effective and responsible pain
management solutions for people in pain. This important therapeutic area offered a
springboard that helped launch our company in 1997 and continues to be a significant
driver to our success today. Approximately 86 million people in the United States suffer
from chronic pain, limiting the daily routines of many Americans. The impact of pain
can ripple beyond the individual — a study found that 13 percent of the total workforce
experienced a loss in productive time due to common pain conditions, resulting in costs
of $61.2 billion annually.

According to IMS Heaith data, the total U.S. market for pain management pharmaceuticals, excluding over-
the-counter products, totaled $26.8 billion in 2012, Additionally, analgesics were the third most prescribed
medication for 2012 in the United States with nearly 313 million prescriptions written for this classification.

As a long-time leader in responsible pain management. Endo strives to offer a range of pain treatment products,
while expanding the company's portfolio and offerings. As the pain management market expands and the broader
healthcare industry continues to evolve, Endo continually reassesses and realigns its pathway towards success.

Patient safety has a tremendous influence on how the Long Acting Opioid category has been shaped in recent
years. The chronic pain management market is starting to see the introduction of products that address these
concerns. In evaluating our portfolio, Endo took significant steps to utilize crush resistant technologies in an
effort to help stem abuse and misuse of one of our pain managerment products.

in 2012, Endo launched a reformulated, designed to be crush-resistant, OPANA® ER (oxymorphone HCI) with
INTAC® technology. Based on preliminary results from interim analyses of two independently-run, on-going
epidemiology studies on the effect of the reformulation on the rates of abuse of OPANA ER, the reported
prescription-adjusted rate of abuse of the reformulated OPANA ER dropped more than 39 percent as compared
to historical (2011) baseline abuse rates of the original OPANA ER formulation during the period April 1, 2012
through December 31, 2012. Additionally, the reported rate of abuse of the crush-resistant reformulated OPANA
ER product was approximately 79 percent lower than the reported rate of abuse of the crushable oxymorphone
extended-release generics, during the same period.




Although the original formulation of OPANA ER was deemed safe and effective by the FDA when taken according

to its prescribing information, the original formulation was subject to both intentional and inadvertent abuse and

misuse. We believe that using innovative crush-resistant technologies is imperative for patient and societal safety
since these formulations will deter some common methods of abuse involving pill crushing.

As part of our leadership in responsible pain management, Endo requested that the FDA establish a regulatory
framework that recognizes and incentivizes abuse-deterrent technologies. Additionally, in the past year, the
company developed a long-term growth strategy for OPANA ER that was rooted in strengthening relationships
with critical healthcare provider channels, including hospitals, pharmacies and managed care organizations. We
re-evaluated our outreach and took a macro approach to supporting the brand by nurturing relationships with
specific healthcare professional audiences, creating demand at multiple touch points of care, and working to
minimize the impact of impending market factors on the brand.

VOLTAREN® Gel (diclofenac sodium topical gel) 1% provides a topical therapy option for sufferers of
osteoarthritis joint pain as an important part of Endo’s range of pain management solutions. Since its launch in
2008, VOLTAREN Gel gained presence in the osteoarthritis market competing in the analgesic non-narcotic and
anti-arthritic classes, which together had more than 200 million prescriptions written in 2012, representing

45 percent of the U.S. pain management market.

The product continues to grow in popularity with its target customers of osteoarthritis joint pain sufferers. Qur
direct-to-consumer (DTC) campaign following a 2012 supply disruption helped volume rebound by 18 percent
in targeted areas. Additionally, total prescription demand grew 2.3 percent in the 4th quarter of 2012 when
compared to the same quarter in 2011. The success of the DTC campaign underscored the strength of the
relationship between patients and the VOLTAREN Gel brand — a relationship we will continue to nurture in 2013
and beyond.

While we continue to navigate through obstacles in the marketplace, we are taking a broad-based approach in
evaluating the long-term strategy of our portfolio of branded and generic products, and continue to evaluate ways
to aid patients suffering from pain across the pain-severity spectrum. We support our other pain management
products by strengthening our connection with payers and understanding how they define value in pain
management treatments. Both LIDODERM® and FROVA® brands introduced promotional strategy enhancements
to bolster response rates by non-personal promotion targets in the process. And pending FDA approval, our



Featured Opportu

investigational BEMA® Buprenorphine development product could fillan important gap in our pain portfolio as a
valuable new chronic pain freatment option.

In 2012, our Endo Pharmaceuticals segment reinforced our commitment to this critical therapeutic area by
discovering areas of opportunities that benefit mid- and long-term product growth. This approach helped position
our brand portfolio for success in 2013, and the team will continue to leverage an integrated outreach strategy
and unlock new opportunities in the years ahead.

Fndo's evolution and commitment to the urology market has provided us the opportu-
nity to reach the vast majority of urology practices across the United States — making
Fndo one of the leading urology specialty companies in the U.S. healthcare industry.

With the current U.S. demographic shift due to the aging baby-boomer population, the long-term growth potential
and need for medical interventions in urology will continue to increase. For context:

- The population age 65 and older'is expected to more than double between 2012 and 2060, from 43.1 million
to 92 million

< Itis estimated that in 2013 in the United States, one new case of prostate cancer will be diagnosed every two
minutes and that a man will die from prostate cancer every 18 minutes

« At least one-third of all women (approximately 35 million) will be treated for a pelvic health condition by the
age of 60

Of our acquisitions over the last several years, three — Indevus, HealthTronics and AMS — have provided Endo
with multiple urological growth platforms, featuring strong expertise and a deep portfolio of products and
services, establishing and growing Endo’s footprint in the urology market.

The Endo urology enterprise consists of branded and generic pharmaceuticals, men's and women's health
devices, electronic health records, services and laboratory tests. Our products and-solutions support the
following therapeutic areas: benign prostate hyperplasia, bladder cancer, erectile dysfunction, kidney cancer,
kidney stones, prostate cancer, urethral strictures, urinary and fecal incontinence, and vaginal prolapse.

Utilizing the expertise and offerings of our expanded urology enterprise, Endo is driving advancements in urology
by developing technologies and treatment options — spanning the treatment paradigm from diagnosis to
treatment to post-treatment and restoration therapies.

In addition to strengthening the enterprise portfolio, our relationships with urologists and the urologic community
are critical to our future growth in this important therapeutic area. Across the Endo urology enterprise, we
continuously seek ways to engage and partner with urologists and health system executives to strengthen our
connection and commitment to our urclogy customer base.
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AMS has created a legacy of clinical support in the operating room and insight into practice management.
Helping urologists deliver better patient outcomes, AMS has become the trusted “partner in Urology” Physician
training is a cornerstone of the AMS business; nearly 1,200 physicians were trained on AMS products in 2012 with
72 percent of attendees indicating the course exceeded their expectations.

The AMS portfolio primarily consists of devices that are used to correct physiological problems that otherwise
might be extremely compromising to a patient's quality of life. In 2012 alone, more than 315,000 patients were
treated with AMS devices. These therapy options build on Endo’s opportunity to offer aiternative ways to correct
underlying physiclogical problems.

AMS has been a leader in urology for more than 40 years through innovation and dedication to erectile
restoration and male continence. We intend to continue to lead in this space by focusing on key programs that
will increase patient awareness of erectile dysfunction and male stress urinary incontinence and of our available
treatment options.

In 2012, AMS launched the GreenLight™ laser system simulator, the GreenLight SIM®, in residency programs and
other customer engagement events warldwide. This simulator, developed in partnership with the University of
Minnesota, provides a realistic, simulated hands-on experience with laser therapy for treatment of the enlarged
prostate. To date, 30 systems have been deployed, with 17 placed in healthcare systems and residency programs
internationally. By the end of 2013, AMS will have 130 simulators available as a supplemental tool used in
residency programs and physician training.

HealthTronics, a national provider of urological services, is another valuable avenue for us to reach a significant
percentage of U.S. urologists. HealthTronics is a valued partner through its long-seated business partnerships
and focus on solutions — including mobile services, lab solutions and electronic health records. It is the largest
provider of mobile lithotripsy with technologists assisting urologists with more than 50,000 procedures annually.
In addition, HealthTronics now supports more than 12 million electronic records created by over 2,000 urology
healthcare providers, which it expects to expand to one-third of all U.S. independent urologists by the end of 2013.

Our goal is to be seen as a trusted partner who can help our urology customers identify opportunities to improve
patient outcomes, through best-in-class physician training programs. Between AMS and HealthTronics, we have
built an unrivaled presence in the urology marketplace where we enjoy broad and comprehensive relationships
with providers that cannot be easily duplicated.

11
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— total revenue

14.1 billio

from 2011 production

39 — number of Qualitest ANDAs currently under review with the FDA

— total 2012 net sales for Endo Pharmaceuticals products

— years in existence for Endo Pharmaceuticals

315,000 — approximate number of patients treated with AMS products

~ — approximate number of physicians trained in 2012 on AMS devices

291 — total patients enrolled from 30 sites in 11 countries in the AMS Goliath study*

— approximate providers using Health Tronics electronic health
records technology

* The Goliath study is the first head-to-head, randomized study of its kind between Greenlight XPS® Laser Therapy and transurethral
resection of the prostate (TURP) for Benign Prostatic Hyperplasia (BPH)

— number of Qualitest generic dosages manufactured — an 18% increase
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Endo Pharmaceuticals

Endo Pharmaceuticals is focused on creating high-value branded products that meet the needs of patients along
care pathways for pain management. urology, oncology and endocrinology.

ar Revenue Gr

o 12%
Top Productss/Se
- LIDODERM®
- OPANA®ER

+ VOLTAREN® Gel

o

“

eformulated OPANA® ER with INTAC® technology,
designed to be crush resistant: launched March 2012
(545,430 new formuiation total prescriptions in 2012)

SUPPRELIN® LA celebrated five-year milestone; more than
9,000 implants prescribed since faunch

VOLTAREN® Gel's direct-to-consumer campaign following
the 2012 supply disruption helped volume rebound by 18%
in target areas, total prescription demand grew 2.3%

04 2012 compared to Q4 2011

Qualitest

Qualitest, headquartered in Huntsville, Alabama, meets the needs of today's healthcare customers by providing
affordable, high-quality generic pharmaceuticals that provide options for patients, providers and payers.
Featuring a current portfolio exceeding 600 products, the company has grown significantly since its inception
in 1983 and is now ranked in the top ten among all suppliers of generics, based on total prescriptions filled.

arjue Growith

o .
Lo} Y

i O 9 SEIVICES

« Hydrocodone and acetaminophen
« ENDOCET®

«  Oxycodone

Milestones

Launched 10 new products

39 Abbhreviated New Drug Application currently under
FDA review

Ranked 6th in total U.S. prescriptions




AMS
AMS, headquartered in Minnetonka, Minnesota, is a diversified supplier of medical devices and procedures to
treat incontinence, erectile dysfunction, benign prostatic hyperplasia (BPH), pelvic floor prolapse and other pelvic
disorders in men and women. AMS continues to develop new therapies to restore bodily functions and to enable

people to improve patients’ quality of life.

2012

« $504 million

aver-Year Revent

« Proforma— (6.3)%

1otss 05

« AMS 700% MS Series

- AMS 800® Artificial Urinary Sphincter
- GreenlLight™ Laser Therapy Products

Appointment of President Camille Farhat

Completed patient enroliment for a randomized,
prospective, multicenter study (known as the Goliath study)
designed to compare Greenlight XPS and transurethral
resection of the prostate (TURP)

Celebrated 40 years of company’s first product: AMS 800¢
Artificial Urinary Sphincter

HealthTronics

For more than 20 years, HealthTronics has been a national provider of urological services and products. Head-
quartered in Austin, Texas, our HealthTronics segment provides the most advanced technology and premiere
support systems to urologists, hospitals, surgery centers and clinics across the United States. HealthTronics’
offerings include mobile medical equipment, IT solutions, laboratory solutions, and electronic health records.

& Hevenues
« %212 million

ar Revenue Growth

p Products/Services
+ General Urology Solutions
+ Oncology Solutions

« Laboratory Solutions

- Information Technology Solutions

ol &
Increased HealthTronics IT Solutions customer base to
25 percent of U.S.-based, independent urologists

Assumed management of two new lithotripsy entities and
acquired a mobile cryotherapy and laser service provider

Launched new Slimline™ Right Angle Cryoprobes for
interventional radiology and PTEN molecular test of
prostate cancer aggressiveness
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FORWARD-LOOKING STATEMENTS

Statements contained or incorporated by refesence in this document contain information that includes or is based on “forward-
looking statements” within the meaning of Section 27A of the Securities Act of 1933, as amended, or the Securities Act, and
Section 21E of the Securities Exchange Act of 1934, as amended, or the Exchange Act. These statements, including estimates of future
revenues, future expenses, future net income and future net income per share, contained in the section titled “Management’s ;
Discussion and Analysis of Financial Condition and Results of Operations,” which is included in this document, are subject to risks
and uncertainties. Forward-looking statements include the information concerning our possible or assumed results of operations: We '
have tried, whenever possible, to identify such statements by words such as “believes,” “expects,” “anticipates,” “intends,”
“estimates,” “plan,” “projected,” “forecast,” “will,” “may” or similar expressions. We have based these forward-looking statements on
our current expectations and projections about the growth of our business, our financial performance and the development of our
industry. Because these statements reflect our current views concerning future events, these forward-looking statements involve risks’
and uncertainties. Investors should note that many factors, as more fully described in Part I, Item 1 A. of this report "Risk Factors",
supplement, and as otherwise enumerated herein, could affect our future financial results and could cause our actual results to differ
materially from those expressed in forward-looking statements contained or incorporated by reference in this document.

We do not undertake any obligation to update our forward-looking statements after the date of this document for any reason,,
even if new 1nformat10n becomes available or other events occur in the future. You are advised to consult any further disclosures we
make on related subjects in our reports filed with the Securities and Exchange Commission (SEC). Also note that, in Part I, Item 1A,
we provide a cautionary discussion of the risks, uncertainties and possibly inaccurate assumptions relevant to our business. These are
factors that, individually or in the aggregate, we think could cause our actual results to differ materially from expected and historical
results. We note these factors for investors as permitted by Section 27A of the Securities Act and Section 21E of the Exchange Act.
You should understand that it is not possible to predict or identify all such factors. Consequently, you should not consider this to be a
complete discussion of all potential risks or uncertainties.
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PART 1
Item 1.  Business
Overview ' Lo

On May 23, 2012, we changed our name from Endo Pharmaceuticals Holdings Inc. to Endo Health Solutions Inc., which we
refer to herein as “Endo”, “we”, “us”, or the “Company”. Concurrently with this change, the Company also changed the names of its
business segments. Effective May 23, 2012, the names of our business segments are Endo Pharmaceuticals (formerly Branded
Pharmaceuticals), Qualitest (formerly Generics), AMS (formerly Devices) and HealthTronics (formerly Services). Financial
information for our segments is included in Note 6. Segment Results in the Consolidated Financial Statements, included in Part IV,
Item 15. of this report "Exhibits, Financial Statement Schedules". :

Endo is a U.S. based, specialty healthcare solutions company focused on branded and generic pharmaceuticals, devices and
services. We have redefined our position in the healthcare marketplace by antlclpatmg and embracing the evolution of health decisions
based on the need for high-quality and cost-effective care. We aim to be the premier partner to healthcare professionals and payment
providers, delivering an innovative suite of complementary branded and generic drugs, devices, services and clinical data to meet the
needs of patients in areas such as pain management, urology, oncology and endocrinology. We evaluate and, where appropriate,
pursue acquisition opportunities. In particular, we look to continue to enhance our product line by acquiring or licensing rights to
additional products and compounds and therefore regularly evaluate selective achISlthn ‘and license opportunities. Such acquisitions
or licenses may be effected through the purchase of assets, joint ventures and licenses or by acquiring other companies.

In June 2011, we acquired American Medical Systems Holdings, Inc. (AMS, Inc.), a leading provider of devices and therapies
for treating male and female pelvic health coriditions. The acquisition of AMS, Inc. strengthens our leading core urology franchise and
expands our preserité in the medical devices market. In November 2010, we acquired Generics Intérnational (US Parent), Inc. (doing
business as Qualitest Pharmaceuticals), a leading U.S. based privately-held generics company and currently the sixth largest U.S.
generics compapy, as measured by prescriptions filled. Qualitest Pharmaceuticals is focused on cost-competitive, high-quality
manufactured products with cost advantages or with hlgh barners to entry. In September 2010, we acquired our partner on Opana ER,
Penwest Pharmaceutlcals Co. (Penwest), a drug delivery company focused on applying its drug delivery techuologles and drug
formulation expertlse to the formulation of its collaborators’ product candidates under licensing collaborations. In Jiily 2010, we
acquired HealthTronics, Inc., a provider of healthcare services and manufacturer of certain related medical-deyices, primarily for the
urology community. In February 2009, we completed our acquisition of Indevus Pharmaceuticals, Inc. (now, Endo Pharmaceuticals
Solutions Inc., which we refer to herein as Indevus), a specialty pharmaceutical company engaged in the acquisition, development and
commercialization of products to treat conditions in urology, endocrinology and oncology. As a combined company; we expectto ™'
continue to deliver comprehensive, healthcare solutions across our diversified businesses in four key segments, Endo Pharmaceuticals,
Qualitest, AMS and HealthTronics, in key therapeutic areas including pain and urology. Our segments are further discussed in Part II,
Item 7. of this tepott’ "‘M@k\h&t’s Discussion’ and Analys1s of Financial Condltmn and Results of Operations” under the caption
"Business Segment Results ‘Review".”

We have a portfoho of branded pharmaceutlcals that mcl'udes estabhshed brand names such as Lidoderm®, Opana® ER,
Voltaren® Gel, Percocet®, Frova®, Supprelin® LA, Vantas®, Valstar® and Fortesta® Gel. Endo Pharmaceuticals comprised
approximately 55% of our total revenues in 2012, with 31 % of our revenués.coming from Lidoderm®. Our non-branded Qualitest -
portfolio, which accounted for 21% of total revenues in'2012, currently censists of products primarily focused in pain management.
We geénerally focuson seléctive generics that have one or more barriers to market entry, such as complex formulation, regulatory or
legal challenges oi-difficulty in raw material sourcing. Our AMS segmetit-accounted for 17% of total revenues in 2012 and our
HealthTronics segfnent accounted for the remaining 2012 revenue. We generated total revenues of $3.03 billion for the year ended
December 31, 2012. ‘ . RN :

- Financial information presented herein reflects the operating réesults of HealthTronics, Inc. from July 2, 2010, Penwest from
September 20, 2010, Qualitest Pharmaceuticals from November 30,\20w3and AMS, Inc: from June 18, 2011.

Our wholly-owned subsidiary, Endo Pharmaceuticals Inc. (EPI), commenced operations in 1997 by acquiring certain
pharmaceutical products, related rights and assets of The DuPont Merck Pharmaceutical Company, which subsequently became
DuPont Pharmaceuticals Company and was thereafter purchased by the Bristol-Myers Squibb Pharma Company in 2001. EPI was
formed by certain'members of the then-existing management of DuPont Merck and an afﬁhate of Kelso & Company who were also
parties to the purchase agreement under which we acquired these’ mmal assets.

We were incorporated under the laws of the State of Delaware on No,vember 18 1997 and have our prmcxpal executive offices at
1400 Atwater Drive, Malvern, Pennsylvania 19355 (telephone number: (484) 216-0000).



Our Strategy

Our core strategy is to continue to build a healthcare solutions company to improve outcomes for patients, providers, and payers
and respond to changing economics. We strive to enable better care by redefining healthcare value. The execution of our strategy will
enable us to be the premier partner to healthcare professionals and payment providers, delivering an innovative suite of
complementary branded and generic drugs, devices, services and clinical data to meet the needs of patients in areas such as pain
management, urology, oncology and endocrrnology

Over the past three years, we have evolved from a product-dtiven pharmaceutical company to a healthcare solutions provider
with an integrated business model that includes both branded and generic prescription drugs, medical devices and healthcare services.
Our diversified business across therapeutic areas with a core focus in pain management and urology enables us to strengthen our
partnerships with patients, providers, and payers by offering multiple prodiicts and platforms to deliver healthcare solutions. For
example, our recent acquisitions include:

+  In July 2010, we acquired HealthTronics, Inc., which gave us an establrshed presence in the healthcare services space and
added critical mass in  urology;

» In September 2010, we acqurred Penwest, which strengthened our pam management franchise by enhancing flexibility

' around our product Opana® ER;

» In November 2010, we acquired Qualitest Pharmaceuticals, which enhanced our solutions platform with the addition ofa
comprehensive generics business, adding critical mass to our existing generics business while also strengthening our pain

" management franchise oﬂ'ermgs The combined generics business has approximately 40 abbreviated new drug apphcatrons

(ANDAS) under active FDA review in multiple therapeutic areas, including pain management, urology, central nervous
system (CNS) disorders, immunosuppression, oncology, women’s health and hypertension, among others; and

«  InJune 2011, we acquired AMS, Inc. , which furthered Endo’s evolution from a pharmaceutical product-driven company to a
healthcare solutions provider, strengthened our core urology franchise and expanded our presence in the medical devices
market.

We believe that recent healtlicare reform in the U.S. places a premium on providing cost-effective healthcare solutions like those
we offer. Applymg the technology platforms of our recent acquisitions to Endo’s already substantial business holds the potential for
significant advantages in the new healthcare envrronment that will enhance our product offerings and acceleraté growth.

* See Part I, Item 7‘ of this’ report "Management's Discussion and Analys1s of Financial Condition and Results of Operations" for
further discussion.

Our Competitive Strengths '
To successfully execute our strategy, we must continue to cap1tahze on'our following core: strengths

e H
Proactive anticipation of the evolution of healthcare deltvery in the U S. by diversifying our busmess away ﬁ'om that of a
product-driven pharmaceutical company to that of a healthcare solutions prowder In light of the evolvmg healthcare industry, we
executed a number of corporate acquisitions during the three years ended December 31, 2012 to diversify our business and become a
healthcare solutions provider with an integrated business model that includes both branded and generic prescription drugs, as well as
medical devices and healthcare services. This diversification will enable us to provide customers with quality outcomes and economic *
value and offer unique solutions along targeted disease care-pathways. As a result of recent strategic actions combined with strategic
investments in our core business, we. have redefined our position in the healthcare marketplace and successfully reduced the revenue |
concentration of Lidoderm®, which contributed approximately 31% of our business’ revenue in 2012, compared to 46% in 2010. Our '
acquisitions of AMS, Inc., Qualitest Pharmaceuticals and HealthTronics, Inc. have also contributed to our diversification. The .
acquisition of Qualitest Pharmaceuticals has enabled us to gain critical mass in our generics business. Through HealthTronics, Inc. andj
AMS, Inc., we provide healthcare services and manufacture medical devices, primarily for the urology community. -

Established portfolio of branded products. We have assembled a portfolio of branded prescription products to treat and manage
pain and conditrons in urology, oncology and endocrinology meranded products include: Lidoderm®, Opana® ER, Voltaren® Gel, .
Percocet®, Frova®, Supprelin® LA, Vantas Valstar® and Fortesta Gel. For a more detailed description of each of our products, see

“Product 0verv1ew

Focused pipeline: As a result of our focused research and development efforts, we believe we have a promising development
pipeline and are well-positioned to capitalize on our care.development products. Currently, our core development pipeline consists of :
one NDA filed with the U.S. Food and Drug Administration (FDA), one ptoduct in:Phase III trials and two products in Phase Il trials.
We have also initiated development efforts for medical devices and have multiple programs at concept and development stages across
urology, uro-oncology, endocrinology and urdgynocology For a more detaﬁed descnptron of our development pipeline, see “Select
Products in Development.”

Research and development expertise. Our research and development efforts are focused on the development of a balanced,
diversified portfolio of innovative and clinically differentiated products. We are continuously seeking opportunities that deepen our
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presence in the pain management area as well as in the areas of oncology, urology and endocrinology. We will continue to capitalize
on our core expertise with analgesics and expand our abilities to both capture earlier-stage opportunities and pursue other therapeutic
areas. Through our acquisition of AMS, Inc., we have expanded our expertise in the development of medical devices. Through our
acquisition of Qualitest Pharmaceuticals, we have increased our efforts to seek out and develop generic products with complex
formulations and high barriers to entry. We continue to invest in research and development because we believe it is critical to our long-
term competitiveness. At December 31, 2012, our research and development and regulatory affairs staff consisted of 450 employees,
based primarily in Minnetonka, Minnesota, San Jose, California, Huntsville, Alabama and at our corporate headquarters in
Pennsylvania. Our research and development expenses were $226.1 million, $182.3 million and $144.5 million in 2012, 2011 and
2010, respectively, including upfront and milestone payments of $57.9 million, $19.1 million and $23.9 million, respectively.

We have assembled an experienced and multi-disciplined research and development team of scientists and technicians with drug
discovery and development expertise, medical device design and development expertise and broad experience in working with the
FDA. To supplement our internal efforts, we engage the services of various independent research organizations, physicians and
hospitals to conduct and coordinate our preclinical and clinical studies to establish the safety and effectiveness of new products.

Targeted sales and marketing infrastructure. We market our branded products directly to physicians through a sales force of
over 1,000 individuals in the pharmaceutical products, devices and services markets. This sales force consists of 396 Endo
pharmaceutical sales representatives and 170 sales contracted representatives focusing primarily on pain products, 54 Endo sales
representatives focusing primarily on bladder and prostate cancer products, 35 Endo medical center representatives focusing on the
treatment of central precocious puberty and 21 Endo account executives focusing on managed markets customers. We also have 318
sales representatives focusing primarily on devices, of which 155 are located outside the United States, and 59 on services. We market
our products and services to primary care physicians and specialty physicians, including those specializing in pain management,
orthopedics, neurology, rheumatology, surgery, anesthesiology, urology and pediatric endocrinology. Our sales forces also target retail
pharmacies and other healthcare professionals throughout the U.S. We distribute our products principally through independent
wholesale distributors, but we also sell directly to retailers, clinics, government agencies, doctors and retail and specialty pharmacies.
Our marketing policy is designed to assure that products and relevant, appropriate medical information are immediately available to
physicians, pharmacies, hospitals, public and private payers, and appropriate healthcare professionals throughout the U.S. We work to
gain access to healthcare authority, pharmacy benefit managers and managed care organizations’ formularies (lists of recommended or
approved medicines and other products), including Medicare Part D plans and reimbursement lists by demonstrating the qualities and
treatment benefits of our products within their approved indications.

Expanding focus on generic products. Our Qualitest segment has approximately 40 ANDAs under active FDA review in
multiple therapeutic areas, including pain management, urology, CNS disorders, immunosuppression, oncology, women’s health and
hypertension, among others. We develop generic products including those that involve significant barriers to entry such as complex
formulation, regulatory or legal challenges or difficulty in raw material sourcing. We believe products with these characteristics will
face a lesser degree of competition and therefore provide longer product life cycles and higher profitability than commodity generic
products. Our business model continues to focus on being the lowest-cost producer of products in categories with high barriers to
entry and lower levels of competition. Our Qualitest segment is focused in categories where there are fewer challenges from low-cost
operators in markets such as China and India, with approximately 45% of our product portfolio being comprised of controlled
substances, which cannot be manufactured off-shore and imported into the U.S. In addition, approximately 12% of our product
portfolio is made up of liquids, which are uneconomical to ship into the U.S. We expect to continue to improve our overall
profitability by optimizing our portfolio for high volume and growth while strengthening our U.S. generics competitive position,
product pipeline, portfolio and capabilities.

Manufacturing and distributing medical devices. Through our AMS segment, we manufacture medical devices for various
pelvic health disorders. Specifically, the AMS segment includes a diverse product portfolio that treats men’s incontinence, erectile
dysfunction, benign prostatic hyperplasia (BPH), women’s incontinence and pelvic floor repair. These devices strengthen our leading
core urology franchise, where we remain focused on expanding the markets for our products because the portion of afflicted patients
seeking treatment remains relatively low. When patients seek treatment, they generally begin with options that will be as minimally
invasive as possible, such as pharmaceutical therapies. Also, when patients initially seek treatment, their first physician contact is
usually with a general practitioner and not with a surgical specialist. If less invasive options have proven unsuccessful, patients and
their physicians may consider surgery as a solution. Sales of these products benefit from an aging population with a desire to maintain
a high quality of life, the expanding availability of safe and effective treatments, minimally invasive solutions and increasing patient
and physician awareness of these treatments.

Providing healthcare services. Through our HealthTronics segment, we provide healthcare services and manufacture certain
related medical devices, primarily for the urology community. Specifically, the HealthTronics segment and applicable services include
lithotripsy: services, a medical procedure where a device called a lithotripter transmits high energy shockwaves through the body to -
break up kidney stones, prostate treatment services for benign and cancerous conditions of the prostate, laboratory services, known as
anatomical pathology services, for urologists, electronic medical records services and medical products manufacturing, sales, and
maintenance.



Significant cash flow. We have historically generated significant cash flow from operating activities due to a unique
combination of strong brand equity, attractive margins and low capital expenditures. For the year ended December 31, 2012, we
generated $733.9 million of cash from operations. We expect that sales of our currently marketed products, devices and services wilt
allow us to continue to generate significant cash flow from operations in the future. We maintain ample liquidity which gives us-
flexibility to make strategic investments in our business. As of December 31, 2012, we had $549.7 millior of cash and marketable
securities, up to $500.0 million of availability under the Revolving Credit Facnhty, and availability of up to $500.0 million of -
additional revolving or term loan commitments.

Experienced and ded:cated management team. Our senior management team has a proven track record of building businesses
through internal growth as well as through licensing and acquisitions. Their expertise has contributed to identifying and consummating
such acquisitions. Members of our management team have consummated four significant acquisitions since 2010 (AMS, Inc.,

Qualitest Pharmaceuticals, Penwest and HealthTronics, Inc.) and have received FDA approval on more than twenty new products and
product line extensions since 1997. As a result of several successful product launches and our strateg:c acquisitions, we have grown
our total revenues from $108 million in 1998 to over $3.03 billion in 2012.

Our Areas of Focus

Pharmaceutical Products Markets
Pain Managemeht Market

According to IMS Health data, the total U.S. market for pain management pharmaceuticals, excluding over-the-counter
products, totaled $26.8 billion in 2012. This represents an approximate 7% compounded annual growth rate since 2008. Our pnmary
area of focus within this market is analgesics and, specifically, opioid analgesics. In 2012, analgesics were the third most presqubed
medlcatlon in the U.S. w1th nearly 313 million prescriptions written for this classification.

- Opioid analgesics is a segment that comprised approximately 77% of the analgesic prescriptions for 2012 and represented
almost 55% of the overall U.S. prescription pain management market. Total U.S. sales for the opioid analges1c segment were $8.3
billion in 2012, representing a compounded annual growth rate of 3% since 2008. With the launch of Voltaren® Gel in 2008, Endo
gained presence in the osteoarthritis market competing in the analgesic non-narcotic and anti-arthritic classes which together had
approximately 200 million prescriptions written in 2012, representing 45% of the U.S. prescription pain management market. The U.S.
sales for the analgesic non-narcotic and anti-arthritic markets were $18.5 billion with a compound annual growth rate of 10% since
2008.

Opioid analgesic products are used primarily for the treatment of pain associated with orthopedic fractures and sprains, post
herpetic-neuralgia, back injuries, migraines, joint diseases, cancer and various surgical procedures. The growth in this segment has
been primarily attributable to:

«  increasing physician recognition of the need and patient demand for effective treatment of pain;

+  aging population (according to the U.S. Census Bureau, from 2000 to 2010 the population aged 65 and older reached 40
million people, representing 15% growth over this period);

+ introduction of new and reformulated branded products; and

« increasing incidence of chronic pain conditions, such as cancer, arthritis and low back pain.

Urology, Endocrinology and Oncology Markets

Through our 2009 acquisition of Indevus as well as other business development activities, Endo entered the urology,
endocrmology and oncology markets, specifically the prostate cancer therapeutlc area with Vantas®, the bladder oncology space with
Valstar®, and the central precocious puberty therapeutic area with Supprelin® LA. With our early 2011 launch of Fortesta® Gel, which
was approved by the FDA in December 2010 for the treatment of hypogonadism, we entered the testosterone replacement therapy
(TRT) market. We anticipate increasing our presence in this market through our development product Aveed™. As a result of our
acquisition of AMS, Inc., we now offer a broad array of medical devices which deliver innovative medical technology solutions to
physicians treating male incontinence, erectile dysfunction, female incontinence, pelvic floor repair and BPH. The markets for our
AMS segment's products are discussed below under the caption "Medical Device Markets." As a result of our acquisition of
HealthTronics, Inc., we now offer a full suite of urology products and services with the addition of lithotripsy, BPH and prostate -
cancer therapies, as well as:anatomical pathology services for the detection and diagnosis of cancer and other conditions from our
HealthTronics, Inc. subsidiary. These markets are discussed below under the caption "Medical Services Markets."

Central Precocious Puberty (CPP)—In a recent study, the incidence of CPP reported from national registries in the European
Union subdivided by gender and age at diagnosis was approximately 1 per 10,000 in girls who were younger than 4 years, thereafter -
gradually rising to 8 per 10,000 for girls aged 5 to 9 years. The incidence in boys younger than 8 years was approximately 1 per
10,000. Recent market research indicates that girls in the U.S. are physically maturing at an earlier age than they did 30 years'ago, and
the number of girls diagnosed with precocious puberty is on the rise. In the U.S., 6,000 patients are estimated to have CPP with




approximately 2,000 diagnosed annually. CPP is treated by pediatric endocrlnologrsts in the U.S. where there are approximately 790. :
practicing pediatric endocrinologists.

Prostate cancer—Prostate cancer is the most common cancer for men and the second leading cause of cancer deaths in men. .
According to the American Cancer Society, every year approximately 240,000 men in the U.S. are diagnosed with prostate cancer and
30,000 die from this disease. :

Bladder cancer—There are more than 500,000 people in the U.S. alive with a history of bladder cancer, which is the third most
common cancer among men and the eleventh most common among women in the U.S. The American Cancer Society estimated
approximately 72,570 new cases of bladder cancer and 15,210 deaths from this disease in the U.S. in 2012. The 2013 estimate is
expected to be similar. Rates of bladder cancer are expected to increase due to the aging population; nearly 90% of cases of bladder
cancer are diagnosed in people age 55 or older. The number of patients in the total non-invasive bladder cancer population will thus
increase due to the rising incidence as well as high recurrence rates, leading to a substantial prevalent population.

BCG-refractory CIS bladder cancer—CIS of the urmary bladder is a rare form of bladder cancer, affecting about 7 of every 100
patients diagnosed with bladder cancer. Standard treatment of CIS of the urinary bladder is transurethral resection of the bladder
tumor, followed by one or two courses of immunotherapy with the vaccine BCG. About 50 percent of patients wrll become refractory
to BCG therapy. Valstar® intravesical therapy is the only FDA-approved treatment of carcinoma in situ of the urinary bladder in
patients who are refractory to BCG immunotherapy when cystectomy — or bladder removal — is not an option.

Testostemne replacement overview—In the U.S. alone, it is estimated that 13.8 million men have low testosterone levels;
however, only about 9% are currently being treated. Hypogonadism, or low testosterone, is under diagnosed and under treated, Factors
contributing to this include a lack of screening for low testosterone and the perceived risk of prostate cancer associated with current
treatment strategies. In the U.S., TRT sales have dramatically increased, from approximately $809 million in 2008 to nearly $2.2
billion in 2012, representing a compounded annual growth rate of 28% since 2008.

Medical Device Markets

Male incontinence—We estimate over 50 million men worldwide suffer from urinary incontinence, the involuntary release of
urine from the body. Male incontinence may be managed with a catheter and leg bag to collect urine, or with pads and diapers to
absorb the leaks. These measures are far from ideal, as they come with recurring replacement product costs, the potential for infection,
embarrassmg leaks and odor, a significantly diminished quality of life, and may even result in the need for managed care. '

Erectile dysfunction—Erectile dysfunction is the inability to achieve or maintain an erection sufficient for sexual intercoutse: It
is most often caused by vascular disease, complicatiohis from diabetes, or prostate surgery which can damage both nerves and arteries
necessary for erectile function. This disease can also be caused by spinal cord injury, and may have a psychogenic component:. 'We
estimate that erectile dysfunction may affect over 400 million men and their partners around the world. The primary treatment for
erectile dysfunction is the clss of drugs referred to as PDE-5 inhibitors. Approximately 30 percent of patients using these drugs do not
have a positive response. If such drugs are not effective, the patient may elect to have an implant of one of our penile prosthes1s
products, which provide consistent, reliable solutions.

Female incontinence—We estimate over 500 million women worldwide suffer from urinary or fecal incontinence. These
diseases can lead to debilitating medical and social problems, ranging from embarrassment to anxiety and depression. There are three
types of urinary incontinence: stress, urge, and mixed incontinence (a combination of stress and urge). While stress incontinence is
generally caused by a weakening of the pelvic floor and resultant hypermobility of the urethra urge incontinence is more complex and
currently not as well understood. Pads and diapers are often used to contain and absorb leaks, and may be acceptable for controlhng
mild incontinence. Drug therapy and electrical nerve stimulation are currently used to treat urge incontinence. Incontinence may be
treated through exercises to strengthen pelvic floor muscles, or through the injection of collagen or some other bulking agent into the
wall of the urethra or bladder neck to narrow the passage. Surgical solutions are generally recommended only when these other
therapies are not effective. Our current products in the market treat stress incontinence, which generally results from a weakening of
the tissue surrounding the bladder and urethra which can be a result of pregnancy, childbirth and aging.

Pelvic floor repair—Pregnancy, labor, and childbirth are some of the primary causes of pelvic floor prolapse and other pelvic
floor disorders. Prolapse and other pelvic floor defects may be treated with a variety of open, laparoscopic, and transvaginal surgeries.
We estimate over 400,000 procedures are performed annually around the world to repair some form of pelvic floor prolapse in women.
These procedures have historically been performed through the use of suture and graft materials designed for other surgical
applications. We offer less invasive solutions for pelvic floor repair.

BPH therapy—Our products can be used to relieve restrictions on the normal flow of urine from the bladder caused by bladder
obstructions, generally the result of BPH or bulbar urethral strictures. Symptoms of BPH include increased urination frequency,
sudden urges to urinate, and weak urine flow. More than 70 percent of men over age 60 have some symptoms of BPH. Prior to the
development of less invasive therapies, the conventional treatment for those experiencing a physical obstruction of the prostatic
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urethra was a surgical removal of the prostatic tissue performed under géneral anesthesia, known as-a transurethral resection of the
prostate (TURP). We offer men an alternative to a TURP, using laser therapy designed to reduce the comorbidities associated with
TURP. This laser system has paved the way for creatmg a new standard of care in the treatment of BPH.

For those men not yet to the point of urethral obstruction, but for whom symptomatic relief is desired, a less+invasive tissue
ablation technique can be performed in a physician’s office using microwave energy delivered to the prostate. The market for an
office-based therapy for BPH has remained relatively flat, at approximately 100 000 men treated annually, partially due to the
continued adoption of laser delivered BPH treatments.

Medical Services Markets.

Through our HealthTronics segment, we provide services 1n the following areas:

Lithotripsy services—We provide lithotripsy services, which is a medlcal procedure where a device called alithotripter transmits
high energy shockwaves through the body to break up kidney stones. Our lithotripsy services are provided principally through limited
partnerships and other entities that we manage, which use lithotripters. In 2012, physicians who are affiliated with us used our
lithotripters to perform more than 50,000 procedures in the U.S. As the general partner of limited partnerships or the manager of other'
types of entities, we also provide services relating to operating our lithotripteérs, 1nclud1ng scheduling, staffing, training, quality -
assurance, regulatory compliance, and contracting with payors, hospitals, and surgery centers.

Prostate treatment services—We provide treatments for benign and cancerous conditions of the prostate. In treating benign
prostate disease, we deploy three techriologies: (1) photo-selective vaporization of the prostate (PVP), (2) trans-urethral needle
ablation (TUNA), and (3) trans-urethral microwave therapy (TUMT) in certain partnerships. All three technologies apply an energy
source which reduces the size of the prostate gland. For treating prostate and other cancers, we use a procedure called cryosurgery, a
process which uses lethal ice to destroy tissue such as tumors for therapeutic purposes. We also manufacture both the medical devices
and related consumables utilized in cryosurgery operations, and also provide cryosurgery treatments. Our prostate treatment services
are provided principally by us using equipment that we lease from limited partnerships and other entities that we manage. We also
provide services relating to operating the equipment, including scheduling, staffing, training, quality assurance, regulatory compliance,
and contracting.

Anatomtcal pathology services—We provide anatomical pathology services primarily to the urology community. We have one
pathology lab located in Georgia, HealthTronics Laboratory Solutions, that provides laboratory detection and diagnosis services to
urologists throughout the U.S. In addition we manage pathology laboratories for physician practice groups located in Texas, Florida
and Pennsylvania. Through HealthTronics Laboratory Solutions, we also provide administrative services to in-office pathology labs
for practice groups and provide pathology services to physicians and practice groups with our lab equipment and personnel at our
HealthTronics Laboratory Solutions laboratory sites. , : :

Medical products manufacturzng, sales and maintenance—We manufacture and sell medical devices focused on minimally
invasive technologies for tissue and tumor ablation through cryoablation, which is the use of lethal ice to destroy tissue, such as
tumors, for therapeutic purposes. We develop and manufacture these devices for the treatment of prostate and renal cancers and we
believe that our proprietary technologies have broad applications across a number of markets, including the ablation of tumors in the
lung and liver and palliative intervention (treatment of pain associated with metastases). We also manufacture the related spare parts
and consumables for these devices. We also sell and maintain lithotripters and related spare parts and consumables.

Information Technology Solutions—In the second half of 2011, as part of our effort to increase and broaden the relationships
within the urology community, we acquired two electronic medical records software companies, Intuitive Medical Software, LLC and
meridianEMR, Inc., which provide electronic medical records for urologists. Together, these acquisitions provide access to more than
2,000 urology health care providers using data platforms that will enhance service offerings in urology practice management.




Products Overview

Endo Pharmaceuticals

The following table summarizes select products in our Endo Pharmaceuticals portfolio:

Branded Pharmaceutical Products N Active Ingredient(s) Status
LidOAEIM® ........cveevrvevveernsecrererenmissesesessssssesscsiebessssssnneesinnsnneases lidOCINE 5% .. Marketed
OPANA® ER(1).eoneereveriverererersevsevsevese s sesssesesasesesessessesssenes s oxymorphone hydrochloride Marketed
PEICOCEE™ ......o.ovorvereeeevecvae e ess s s ssnranns ~ oxycodone hydrochloride and acetaminophen Marketed
Voltaren® GEL(2) vt . diclofenac sodium topical gel 1% . Marketed .
FIOVAT(3) ettt esssss s sssoss st ssas s sasssssssssaseasssassasssanes frovatriptan succinate Marketed
Supprelin® LA ................. et b e histrelin acetate v Marketed
VANLAST ....ooorvvesseeesssnsscssssesssssesssssssesssssssesesssssssssssenesssenss rssbeessssrers . histrelin acetate ' Marketed
valrubicin Marketed
2% testosterone o Marketed

(1) Licensed marketing and development rights from Griinenthal GMBH.

(2) Licensed marketing rights from Novartis Consumer Health, Inc..

(3) Licensed marketing rights from Vernalis Development Limited. .

- (4) Licensed marketing and development rights from Strakan International lelted

Lidoderm®. Lidoderm® (lidocaine patch 5%) was launched in September 1999. A topical patch product containing lidocaine,
Lidoderm® was the first FDA-approved product for the relief of the pain associated with post-herpetic neuralgia, a condition thought
to result after nerve fibers are damaged during a case of Herpes Zoster (commonly known as shingles). Although Lidoderm® continues
to receive a certain degree of protection from Orange Book-listed patents for, among other things, a method of treating post-herpetic -
neuralgia and the composition of the lidocaine-containing patch, in May 2012, we entered into a settlement and license agreement. -
with Watson Pharmaceuticals, Inc. (now doing business as Actavis,- Inc, and referred to herein as Watson or Actavis) allowing Watson
to launch its lidocaine patch 5%, a generic version of Lidoderm® on September 15, 2013. This agreement is further discussed in Note
15. Commitments and Contingencies in the Consolidated Financial Statements, included in Part IV, Item 15. of this report "Exhibits, .
Financial Statement Schedules". In 2012, 2011 and 2010, Lidoderm® net sales were $947.7 million, $825.2 million and $782.6
million, respectively. Lidoderm® accounted for approxxmately 3 1% of our 2012 total revenues.

Opana® ER, Opana® ER was launched during the second half of 2006 and had shown prespnptwn growth since its launch until
the 2012 supply disruption, which caused some patients to switch to other pain relief products. Opana® ER is indicated for the relief of
moderate-to-severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of time. Opana®
ER represents the first drig in which oxymorphone is available in an oral,.extended-release formulation and is available in 5'mg, 7.5
mg, 10 mg, 15 mg, 20 mg, 30 mg and 40 mg tablets. In December 2011, the FDA approved our formulation of Opana® ER designed to
be crush-resistant, which is called Opana® ER (oxymorphone hydrochloride) Extended-Release Tablets with INTAC® technology. This
formulation of Opana ER with INTAC® technology has the same dosage strengths, color and packaging and similar tablet size as
original Opana® ER. Endo transitioned to the crush-resistant formulation in March 2012 upon successfully accelerating production of
this formulation. Opana® ER net sales were $299.3 million, $384.3 million and $239.9 million in 2012, 2011 and 2010 respectlvely
Opana® ER accounted for approximately 10% of our 2012 total revenues.

Voltaren® Gel. We launched Voltaren® Gel (diclofenac sodium topical gel 1%) in March 2008 upon closing of the license and
supply agreement with Novartis AG and Novartis Consumer Health, Inc. Voltaren® Gel received regulatory approval in October 2007
from the FDA, becoming the first topical prescription treatment for use in treating pain associated with osteoarthritis and the first new
product approved in the U.S. for osteoarthritis since 2001. Voltaren® Gel was granted marketing exclusivity in the U.S. as a
prescription medicine until October 2010. It is the first prescription toplcal osteoarthritis treatment to have proven its effectiveness in
both the knees and joints of the hands through clinical trials. Voltaren® Gel delivers effective pain relief with a favorable safety proﬁle
as its systemic absorption is 94% less than the comparable oral diclofenac treatment. In 2012, 2011 and 2010, net sales of Voltaren®
Gel were $117.6 million, $142.7 million and $104.9 million, respectively. Voltaren® Gel accounted for approximately 4% of our 2012
total revenues.

Percocet®. Launched in 1976, Percocet™ (oxycodone hydrochloride and acetaminophen USP) Tablets CII is approved for the
treatment of moderate-to-moderately severe pain. The Percocet® family of products had net sales of $103.4 million, $104.6 million
and $121.3 million in 2012, 2011 and 2010, respectively. The Percocet® franchise accounted for approximately 3% of our 2012 total
revenues.



Frova®. We began shipping Frova® (frovatriptan succinate) Tablets upon closing of the license agreement with Vernalis in mid-
August 2004. Frova® is indicated for the acute treatment of migraine headaches in adults. We believe that Frova® has differentiating
features from other migraine products, including the longest half-life in the triptan class and a very low reported migraine recurrence
rate in its clinical program. In 2012, 2011 and 2010, Frova® net sales were $61.3 million, $58.2 million and $59.3 million,
respectively. ’

Supprelin® LA. Supprelin® LA (histrelin acetate) was launched in the U.S. in June 2007. Supprelin® LA is a soft, flexible 12-
month hydrogel implant based on our hydrogel polymer technology that delivers histrelin acetate, a gonadotropin releasing hormone
(GnRH) agonist and is indicated for the treatment of central precocious puberty (CPP) in children. CPP is the early onset of puberty in
young children resulting in the development of secondary sex characteristics and, if left untreated, can result in diminished adult
helght attainment. The development of these secondary sex characteristics is due to an increase in the secretion of sex hormones, the
cause of ' which is unknown. We market Supprelin® LA in the U.S. through a specialty sales force primarily to pediatric
endocrinologists. In 2012, 2011 and 2010, Supprelin® LA net sales were $57.4 million, $50.1 million and $46.9 million, respectively.

Vantas®. Vantas® (histrelin acetate) was launched in the U.S. in November 2004. Vantas® is a soft, flexible 12-month hydrogel
implant based on our hydrogel polymer technology that delivers histrelin acetate, a GnRH agonist and is indicated for the palliative
treatment of advanced prostate cancer. We are party to a License, Supply and Distribution Agreement with Orion Corporation (Orion)
granting Qrion the rights to market Vantas® throughout Europe as well as certain other countries. Vantas® is also approved in Thailand,
Singapore, Malaysia, and Argentina. Net sales of Vantas® were $17.5 million, $19.0 million and $17.0 million in 2012, 2011 and 2010,
respectively, primarily in the U.S.

Valstar®. We launched Valstar® (valrubicin) in September 2009. Valstar® is a sterile solution for intravesical instillation of
valrubicin, a chemotherapeutic anthracycline derivative. Valstar® is indicated for intravesical therapy of bacillus Calmette-Guerin
(BCG)-refractory carcinoma in situ (CIS) of the urinary bladder in patients for whom immediate cystectomy would be associated with
unacceptable morbidity or mortality. Net sales of Valstar® were $27.1 million, $21.5 million and $14.1 million in 2012, 2011 and
2010, respectively.

Fortesta® Gel. Fortesta® Gel is a patented two percent (2%) testosterone transdermal gel and is a treatment for men suffering -
from hypogonadism, also known as low testosterone (Low T). The precision-metered dose delivery system can be accurately
customized and adjusted to meet individual patient needs with the appropriate dose. In August 2009, we entered into a License and
Supply Agreement (the ProStrakan Agreement) with Strakan International Limited, a sub51d1ary of ProStrakan Group plc
(ProStrakan), for the exclusive right to commercialize Fortesta® Gel in the U.S. Fortésta® Gel was approved by the FDA in December
2010. We launched Fortesta® Gel in the first quarter of 2011. Net sales of Fortesta® Gel were $30.6 million and $14.9 mllllon in 2012
and 2011, respectively.

Hydrogel Polymer Implant. The hydrogel polymer implant is a subcutaneous, retrievable, non-biodegradable, hydrogel
reservoir drug delivery device designed to provide sustained rélease of a broad spectrum of drugs contmuously, at constant,
predetermined rates. This technology serves as the basis for twd'of our currently marketed products: Vantas® and Supprelin® LA.

The hydrogel polymer implant is the only soft, ﬂex1ble, reservmr—based drug delivery system available for parenteral
administration. Our implant is designed for easy, in-office physician insertion under local anesthesia. The hydrogel polymer
compositions possess flexible, tissue-like characteristics providing excellent biocompatibility and patient comfort. The hydrogel
polymer implant delivers drugs at zero-order kinetics and the duration of delivery. can be predetermined over a range of times.

Other. The balance of our other branded portfolio consists of a number of products, each of which accounted for 1% or less of
our total revenues in 2012.




Qualitest

The following table summarizes select products currently in our Qualitest portfolio:

Generic Pharmaceutical Products ) ’ ' Active Ingl"edient(s) * Status

Endocet®.........coorvvererrrrnns ettt BRSSO oxycodone hydrochloride and acetaminophen Marketed
Morphine Sulfate ER.......ccccevvininnnnnas pevssisssnsernsssensseesesiennes MOTphine sulfate : Marketed
Hydrocodone and acetaminophen ............coccovnvivininiinirenieninennenns hydrocodone and acetaminophen . Marketed
Oxycodone and aCetaminOPhen .............cc..ceevereercresereresens! e oxycodone and acetamiriophen : Marketed
CariSOProdol ........ceeveeirciiiiiiiiii e carisoprodol o A _. Marketed
HydrocortiSone .......c.cooeviiieriniiiniiiniieicee ettt hydrocortisone | l  Marketed
Promethazine.........cccvvvvemiieiireec e promethazme A ‘ " Marketed
Multi Vltamlns .............. cererenns multi vitamins ‘ . : ' Marketed
Acetaminophen and codeine e nereens acetaminophen and.codeine . Marketed
SPIFONOLACLONE. ...ttt s spironolactone : . g Marketed
Isosorbide Mononitrate ER ..o, e rnens isosorbide , Marketed
Triamcinolone .................................  triamcinolone ’ ' , Marketed
Phenobarbital..........cc. it phenobarbital - - a : ¢+ Marketed
Methylprednisolone...........coovueiiiiinininiinieriie e methylprednisolone ~ ° Marketed

LASINOPTIL ....oeviiiiiiiiniciniii et lisinopril Marketed
When a branded pharmaceutical product is no longer protected by any relevant patents, normally as a result of a patent s
expiration, or by other, non-patent “market exclusivity,” third parties have an opportunity to introduce generic counterparts to'such
branded product. Generic pharmaceutical products are therapeutically equivalent to their brand-name counterparts and are generally
sold at prices significantly less than the branded product. Accordingly, generic pharmaceuticals may provide a safe, effective and cost-
effective alternative to users of branded products.

Our generic products are sold across multiple therapeuti¢ categories, with pain management being the largest, and in various
dosage forms including solids, semi-solids and liquids. Qualitest's top 15 produgts provided revenues of $373.1 million, $335.6
million and $122.7 million in 2012, 2011 and 2010, respegtively.

AMS
The following table S}imrﬁarizes select products in our AMS portfolio:

Medical Devices - o : Therapy/Condition-- ° Status

AMS 700 MS™ Series; CX™, CXR™ and LGX™ three-piece Erectile dysfunction - Marketed
inflatable pemle prostheses e -

AMS 800® amﬁc1a1 unnary sphmcter ..... Moderate to severe male stress ‘urinary 1nconf1nence Mafketed
Greennght XPSTM ............ eereseneranseeresaas s .............. rereeneenenas . Mild to severe symptoms of BPH , Ma;keted
Elevate™ Anterior.and POSterior ............c..civiiiviiinaicdonnndd S Apical and posterior pelvic floor repair - Marketed

Monarc® subfascial hammock ............................ eveeenes eeereeebeneseenene Female stress uriniary incontinence Marketed

Through our AMS segment, we offer a diverse product portfolio that treats men’s and women’s pelvic health conditions,
including:

AMS 700 MS™ Series. The AMS 700 MS™ Series are market leading penile implants to treat erectile dysfunction, which is the
inability to achieve or maintain an érection sufficient for sexual intercourse. This service corntains'a complete range of more naturally
functioning inflatable prostheses than earlier generatlons of the product and is distinguished from other penile 1mplants with the use of
the InhibiZone® antibiotic coating. InhibiZone® is intended to reduce the rate of revision surgery due to surgical infections and this
claim was approved by the FDA in July 2009. AMS 700 M§™ revenue since our June 2011 acquisition of AMS accounted for
approximately 4% of our total revenues in 2012 compared to 2% in 2011

AMS 800° Artifi cial Urinary Sphincter. The AMS 800° artificial urinary. sphlncter is designed for the treatment of moderate to
severe male urinary incontinence, the involuntary release of urine from the body. It includes an inflatable urethral cuff to restrict flow
through the urethra and a control pump that allows the patient to discreetly open the cuff when he wishes to urinate. AMS 800®
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revenue since our June 2011 acquisition of AMS accounted for approximately 3% of our total revenues in 2012 compared to 2% in
2011.

GreenLight™ XPS Laser System. The GreenLight™ XPS laser system is used to relieve restrictions on the normal flow of
urine from the bladder caused by bladder obstructions, generally the result of BPH or bulbar urethral strictures. This therapy offers
men experiencing a physical obstruction of the prostatic urethra an alternative to TURP. The GreenLight™ photovaporization of the
prostate is designed to reduce the comorbidities associated with TURP. The GreenLight™ XPS and MoXy™ Liquid Cooled Fiber
system provide shorter treatment times with similar long-term results compared to other laser systems. The GreenLight™ laser system
offers an optimal laser beam that balances vaporization of tissue with coagulation to prevent blood loss and provides enhanced
surgical control compared to other laser systems. The GreenLight™ laser and fiber system revenue since our June 2011 acquisition of
AMS accounted for approximately 3% of our total revenues in 2012 compared to 2% in 2011.

‘ Elevate™ Anterior and Posterior Pelvic Floor Repair System. Our AMS segment offers the Elevate® transvaginal pelvic floor
repair system, for the treatment of pelvic organ prolapse, which may be caused by pregnancy, labor, and childbirth. Using an
anatomically designed needle and self-fixating tips, Elevate® allows for safe, simple and precise mesh placement through a single
vaginal incision, avoiding an external incision. Elevate® revenue since our June 2011 acquisition of AMS accounted for approximately
1% of our total revenues in both 2012 and 2011.

Monarc® Subfascial Hammock. The Monarc® subfascial hammock is our leading device to treat female stress urinary
incontinence, which generally results from a weakening of the tissue surrounding the bladder and urethra which can be a result of
pregnancy, childbirth and aging. It incorporates unique helical needles to place a self-fixating, sub-fascial hammock through the
obturator foramin. Monarc® revenue since our June 2011 acquisition of AMS accounted for approximately 1% of our total revenues in
both 2012 and 2011.

Select Products in Development

Endo Pharmaceuticals

Our branded pharmaceuticals pipeline portfolio contains products and product candidates that have differentiating features for
multiple therapeutic areas, including pain, urology, oncology, and endocrinology. A selection of the Company’s pipeline products are
as follows:

Aveed™. Aveed™ is a novel, long-acting injectable testosterone preparation for the treatment of male hypogonadism. Male
hypogonadism is an increasingly recognized medical condition characterized by a reduced or absent secretion of testosterone from the
testes. Reduced testosterone levels can lead to health problems and significantly impair quality of life. Common effects of
hypogonadism include decreased sexual desire, erectile dysfunction, muscle loss and weakness, depression, and an increased risk of
osteoporosis. If approved, Aveed™ would be the first long-acting injectable testosterone preparation available in the U.S. in the
growing market for testosterone replacement therapies. The U.S. rights to Aveed™ were acquired from Schering AG, Germany, in
July 2005. Although not yet approved in the U.S., Aveed™ is approved in and currently marketed in Europe and a number of other
countries. In May 2010, a new patent covering AveedTM was issued by the U.S. Patent and Trademark Office. The patent’s expiration
date is March 14, 2027.

On December 2, 2009, we received a Complete Response letter from the FDA regarding Aveed™. In 2010 and 2011, the
Company met with the FDA to discuss the existing clinical data provided to the FDA as well as the potential path-forward. In
November 2012, as a follow up to our 2011 meeting with the FDA, the Company submitted a complete response to the FDA after
conducting an extensive review of all clinical study and post-marketing data. The FDA has set a tentative PDUFA date for May 2013,
the outcome of which could have a material impact on (1) management's assessment of the overall probability of approval, (2) the
timing of such approval, (3) the targeted indication or patient population and (4) the likelihood of additional clinical trials.

BEMA® Buprenorphine. In January 2012, the Company signed a worldwide license and development agreement with
BioDelivery Sciences International, Inc. (BioDelivery) for the exclusive rights to develop and commercialize BEMA® Buprenorphine.
BEMA® Buprenorphine is a transmucosal form of buprenorphine, a partial mu-opiate receptor agonist, which incorporates a
bioerodible mucoadhesive (BEMA®) technology. BEMA® Buprenorphine is currently in Phase III trials for the treatment of moderate
to severe chronic pain.

ODM-201. In January 2011 the Company signed a discovery, development and commercialization agreement with Orion
Corporation. ODM-201, the most advanced compound in the alliance, is an androgen receptor antagonist being developed for the
treatment of castrate resistant prostate cancer. It is currently in Phase II clinical testing.

EN3342. EN3342 is a soft, flexible six-month polyurethane implant designed to deliver risperidone for the maintenance
treatment of schizophrenia in adults. It is currently in Phase /1T clinical testing.
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Other. We also have other products, including certain undisclosed products in our therapeutic areas of interest in early stages of
development. :

We cannot predict when or if any of these products will be approved by the FDA. .

Qualitest

Our generics pharmaceuticals pipeline portfolio contains products and product candidates for multiple therapeutic areas,
including pain, urology, oncology, and endocrinology. Our Qualitest business has a number of products at various stages of
development, including approximately 40 abbreviated new drug applications (ANDAs) under active FDA review.

We cannot predict when or if any of these produets will be approved by the FDA.

AMS

Our AMS segment maintains a portfolio of products and product candidates in development, with differentiating features for our
areas of focus in pelvic health. Current development products showing significant promise include enhancements to our minimally
invasive sling for mild to moderate incontinence in men, a urology drug delivery device, an adjustable tensioning sling for female
incontinence and a fecal incontinence device. We also have other products, including certain undisclosed products in our therapeutic
areas of interest in early stages of development.

We cannot predict when or if any of these products will be approved by the FDA.
Competition

Endo Pharmaceuticals

The branded pharmaceutical industry is highly competitive. Our products compete with products manufactured by many other
companies in highly competitive markets throughout the U.S. Our competitors vary depending upon therapeutic and product
categories. Competitors include many of the major brand name and generic manufacturers of pharmaceuticals, especially those doing
business in the U.S. In the market for branded pharmaceuticals, our competitors, including Abbott Laboratories, Johnson & Johnson,
Pfizer, Inc., Purdue Pharma, L.P.,, Allergan, Inc. and Watson Pharmaceuticals, Inc., vary depending on product category, dosage
strength and drug-delivery systems.

We compete principally through our targeted product development and acquisition and in-licensing strategies. The competitive
landscape in the acquisition and in-licensing of pharmaceutical products has intensified in recent years as there has been a reduction in
the number of compounds available and an increase in the number of companies and the collective resources bidding on available
assets. In addition to product development and acquisitions, other competitive factors in the pharmaceutical industry include product
efficacy, safety, ease of use, price, demonstrated cost-effectiveness, marketing effectiveness, service, reputation and access to technical
information.

The competitive environment of the branded product business requires us continually to seek out technological innovations and .
to market our products effectively. However, some of our current branded products not only face competition from other brands, but
also from generic versions. Generic versions are generally significantly less expensive than branded versions, and, where available,
may be required in preference to the branded version under third-party reimbursement programs, or substituted by pharmacies. If
competitors introduce new products, delivery systems or processes with therapeutic or cost advantages, our products can be subject to
progressive price reductions or decreased volume of sales, or both. Most new products that we introduce must compete with other
products already on the market or products that are later developed by competitors. Manufacturers of generic pharmaceuticals
typically invest far less in research and development than research-based pharmaceutical companies and therefore can price their
products significantly lower than branded products. Accordingly, when a branded product loses its market exclusivity, it normally
faces intense price competition from generic forms of the product. To successfully compete for business with managed care and
pharmacy benefits management organizations, we must often demonstrate that our products offer not only medical benefits but also
cost advantages as compared with other forms of care.

The Company is aware of certain competitive activities involving Lidoderm®, Opana® ER and Frova®. For a full description of

v

these competitive activities, including the litigation related to Paragraph IV Certification Notices, see Note 15. Commitments and

Contingencies in the Consolidated Financial Statements, included in Part IV, Item 15. of this report "Exhibits, Financial Statement
Schedules".

Qualitest

In the generic pharmaceutical market, we face intense competition from other generic drug manufacturers, brand name ‘
pharmaceutical companies through authorized generics, existing brand equivalents and manufacturers of therapeutically similar drugs.
In the market for generic pharmaceuticals, our competitors, including Watson, Teva Pharmaceuticals Industries Ltd., Mylan
Technologies Inc., and Sandoz, Inc., vary depending on product category and dosage strength.
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“Webelieve that our competitive advantages.include our ability to continually introduce new generic equivalents. for-brand-name
drug products, our quality and cost-effective production, our customer service and the breadth of our generic product line.

As a result of consolidation among wholesale distributors as well as rapid growth of large retail drug store chains, a small
number of large wholesale distributors control a significant share of the market, and the number of independent drug stores and small
drug store chains has decreased. This has resulted in customers gaining more purchasing power. Consequently, there is heightened
competition among generic drug producers for the business of this smaller and more selective customer base.

Newly introduced generic pr(‘idUpis with limited or no votlher generic competition are typiéally sold at higher selling prices. As
competition from other generic products increases, selling prices for all participants typically decline. Consequently, the maintenance
of profitable operations in generic pharmaceuticals depends, in part, on our ability to select, develop and launch new generic products
in a timely and cost efficient manner and to maintain efficient, high quality manufacturing relationships. New drugs and future
developments in improved and/or advanced drug delivery technologies or other therapeutic techniques may provide therapeutic or cost
advantages to competing products.

AMS

Competition in the medical device industry is intens¢ and characterized by extensive research efforts.and rapid, technological
progress. The primary competitive factors include clinical outcomes, distribution capabilities, and price relative to (1) competitive
technologies and (2) reimbursements to physicians and hospitals for their services. With certain of our products, our competitors may
have greater resources with which to develop and market products, broader distribution resources, and economies of scale which we
do not have.

The competitive advantage of our AMS segment is driven by its focus on the pelvic health market and our ability to develop new
products and innovative procedures, obtain regulatory clearance, maintain regulatory compliance, protect our intellectual property,
protect the proprietary technology of our products and manufacturing processes and maintain and develop preference for our products
among physicians and patients. All of these abilities require recruiting, retaining, and developing skilled and dedicateéd employees,
training physicians and maintaining and developing excellent relationships with physicians and suppliers.

HealthTronics '

The lithotripsy services market is highly fragmented and competitive. We compete with other companies, private facilities and -
medical centers that offer lithotripsy machines and services, including smaller regional and local lithotripsy service providers.
Additionally, while we believe that lithotfipsy has eémerged as the superior treatment for kidney stone disease, we also compete with
hospitals, clinics and individual medicat practitioners that offer alternative treatments for kidhey stones. B b

The prostate treatment services market is also highly fragmented and competitive. We: compete with other companies, private
facilities and medical eenters that offer prostate treatment equipment and services, including smaller regional and local service
providers.

Competition in our lab business is also intense. We compete with national, regional and local anatomical pathology labs. Certain
of our lab competitors have significantly greater resources than us and some have nationally-recognized reputations. In addition,
regional and local labs may have regionally-recognized reputations, pre-established long-term relationships with physicians and
practice groups whereby the physicians and practice groups are comfortable with the level of expertise of the labs and therefore place
a high value on the relationships. ’ C S : :

Seasonality

Althoigh our business-is affected by the purchasing patterns and concentration of our customers, our business is not materially
impacted by seasonality. 1 3 ‘ . .

Major Customers , _ L,

We primarily sell our branded pharmaceuticals and generics directly to a limited number of large pharmacy chains and through a
limited number of wholesale drug distributors who, in turn, supply products to pharmacies, hospitals, governmental agencies and

hysicians. Total revenues from customers that accounted for 10% or more of our total consolidated revenues during the years ended
p y : P B ‘ - YRR - Ty i g y

Decem_bér 31 are as follows:

2012 2011 2010.

Cardinal Health, INC. ......c.ccoveieieieririeiciitceececce et 23% 25% 33%
MCKeSSON COTPOTALION .......c.vuvvveirerrririieaeieie et eeeeeseeese s e nene s 25% 24% 28%

AmerisourceBergen Corporation..............0.cc............ BRSO et 1% 13% T 15%
Revenues from these customers are included within our Endo Pharmaceuticals and Qualitest segments.
Loy ] . . ; IR g
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As a result of consolidation among wholesale distributors as well as rapid growth of large retail drug store chains, a small
number of large wholesale distributors control a significant share of the market, and the number of independent drug stores and small
drug store chains has decreased. Some wholesale distributors have demanded that pharmaceutical manufacturers, including us, enter
into what are referred to as distribution service agreements pursuant to which the wholesale distributors provide the pharmaceutical
manufacturers with specific services, including the provision of periodic retail demand information and current inventory levels and

other information. To date we have entered into six such agreements.

None of our AMS or HealthTronics customers or distributors accounted for 10% or more of our total revenues during 2012,

2011 and 2010.

Patents, Trademarks, Licenses and Proprietary Property

As of February 20, 2013, we held approximately: 435 U.S. issued patents, 384 U.S.
issued patents, and 599 foreign patent applications:

patent applications pending, 814 foreign
pending. In addition, as of February 20, 2013, we have licenses for approximately

52 U.S. issued patents, 16 U.S. patent applications pending, 179 foreign issued patents and 115 foreign patent applications pending.
The following table sets forth information as of February 20; 2013 regarding each of our currently held material patents:

Jurisdiction Where Granted

Patent No. Patent Expiration* Relevant Product Ownership

5,464,864 November 7, 2015 Frova® Exclusive License USA
5,616,603 April 1,2014 ~ Frova® * Exclusive License USA
5,637,611 June 10,2014 Frova® ‘ Exclusive License " USA
5,827,871 October 27, 2015 ~ Froya® Exclusive License USA
5,962,501 December 16, 2013 Frova® Exclusive License USA
5,827,529 _ October 27,2015 Lidoderm® Exclusive License USA
5,741,510 March 30, 2014 Lidoderm® Exclusive License USA
5,662,933 September 9, 2013 Opana® ER' Owned USA
5,958,456 September 9, 2013 Opana® ER Owned USA
7,276,250 February 4, 2023 Opana® ER Owned USA
7,851,482 July 10, 2029 Opana® ER Exclusive License USA
8,075,872 November 20, 2023 Opana® ER Exclusive License - USA
8,114,383 August 5, 2024 Opana® ER' Exclusive License USA
8,309,060 November 20,2023 . Opana® ER Exclusive License USA
8,309,122 February 4, 2023 " Opana® ER Owned USA
8,329,216 February 4, 2023 Opana® ER Owned USA
2131647 September 8, 2014 Opana® ER Owned Canada
2208230 November 4, 2016 ‘Opana® ER Owned Canada
2251816 April 18,2017 Opana® ER Owned Canada
8,062,652 June 16,2026 Supprelin® LA Owned USA
8,062,209 December 2, 2023 " AMS 700° Owned USA
7,946,975 February 21, 2030 AMS 700® Owned USA
6,554,824 July 24, 2021 " GreenLight™ Laser Owned " USA
6,986,764 July 24, 2021 v ~ GreenLight™ Laser Owned USA
7,070,556 November 9, 2023 Monarc® Owned CUSA .-
7,347,812 March 17, 2026 Monarc® Owned USA
7,988,615 November 9, 2023 Monarc® Owned USA
7,357,773 Japuary 5, 2026 Monarc® . ~Owned USA
6,911,003 January 23, 2023 : - Monarc® Owned USA

*  QOur exclusive license agreements extend to or beyond the patent expiration dates.

The effect of these issued patents is that they provide us with patent protéction for the claims covered by the patents. The

coverage cl

whether any of the applications we acquire or license will result in th

aimed in a patent application can be significantly reduced before the patent is issued. Accordingly, we do not know
¢ issuance of patents, or, if any patents are issued, whether they

will provide significant proprietary protection or will be challenged, circumvented or invalidated. Because unissued U.S. patent
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applications are maintained in secrecy for a period of eighteen months and U.S. patent applications filed prior to November 29, 2000
are not disclosed until such patents are issued, and since publication of discoveries in the scientific or patent literature often lags
behind actual discoveries, we cannot be certain of the priority of inventions covered by pending patent applications. Moreover, we
may have to participate in interference proceedings declared by the U.S. Patent and Trademark Office to determine priority of
invention, or inopposition proceedings in a foreign patent office, either of which could result in substantial cost to us, even if the
eventual outcome is favorable to us. There can be no assurance that the patents; if issued, would be held valid by a court of competent
jurisdiction. An adverse outcome could subject us to significant liabilities to third parties, require disputed rights to be licensed from
third parties or require us to cease using such technology. R

We believe that our patents, the protection of discoveries in connection with our development activities, our proprietary
products, technologies, processes and know-how and all of our intellectual property are important to our business. All of our brand
produgts and certain generic products, such as Endocet® and Endodan®, are sold under trademarks. To achieve a competitive position,
we rely on trade secrets, non-patented proprietary know*how and continuing technelogical innovation, where patent protection is not-
believed to be appropriate or-attainable. In addition, as outlined above, we have a number of patent licenses from third parties, some of
which may be important to our business. See Note 7. License and Collaboration Agreements in the Consolidated Financial Statements,
included in Part IV, Item 15. of this report "Exhibits, Financial Statement Schedules". There can be no assurance that any of our
patents, licenses or other intellectual property rights will afford us any protection from competition.

We rely on confidentiality agreements with our employees, consultants and other parties to protect, among other things, trade
secrets and other proprietary technology. There can be no assurance that these agreements will not be breached, that we will have
adequate remedies for any breach, that others will not independently develop equivalent proprietary information or that other third
parties will not otherwise gain access to our trade secrets and other intellectual property. :

We may find it necessary to initiate litigation to enforce our patent rights, to protect our intellectual property or to determine the
scope and validity of the proprietary rights of others. Litigation is costly and time-consuming, and there can be no assurance that our
litigation expenses will not be significant in the future or that we will prevail in any such litigation. See Note 15. Commitments and
Contingencies in the Consolidated Financial Statements, included in Part IV, Item 15. of this report "Exhibits, Financial Statement
Schedules".

Governmental Regulation

The development, testing, manufacture, holding, packaging, labeling, distribution, marketing, and sales of our products and our
ongoing product development activities are subject to extensive and rigorous government regulation. The Federal Food, Drug and
Cosmetic Act (FFDCA), the Controlled Substances Act and other federal and state statutes and regulations govern or influence the
testing, manufacture, packaging, labeling, storage, record keeping, approval, advertising, promotion, sale and distribution of
pharmaceutical products. Noncompliance with applicable requirements can tesult in fines, recall or seizure of products, total or partial
suspension of production and/or distribution, refusal of the government to enter into supply contracts or to approve NDAs and
ANDAs, civil penalties and criminal prosecution.

FDA approval is typically required before each dosage form or strength of any new drug can be marketed. Applications for FDA
approval to market a drug must contain information relating to efficacy, saféty, toxicity, pharmacokinetics, product formulation, raw
material suppliers, stability, manufacturing processes, packaging, labeling, and quality control. The FDA also has the authority to
require post-approval testing after marketing has begun and to suspend or revoke previously granted drug approvals. Product
development and approval within this regulatory framework requires many years and involves the expenditure of substantial
resources.

Based on scientific developments, post-market experience, or other legislative or regulatory changes, the current FDA standards
of review for approving new pharmaceutical products are sometimes more stringent than those that were applied in the past. Some
new or evolving review standards or conditions for approval were not applied to many established products currently on the market,
including certain opioid products. As a result, the FDA does not have as extensive safety databases on these products as on some
products developed more recently. Accordingly, we believe the FDA has expressed an intention to develop such databases for certain
of these products, including many opioids.

We cannot determine what effect changes in the FDA’s laws or regulations, when and ‘if promulgated, or changes in the FDA’s
legal or regulatory interpretations or requirements, may have on our business in the future. Changes could, among other things, require
expanded or different labeling, additional testing, the recall or discontinuance of certain products, additional record keeping and
expanded documentation of the properties of certain products and scientific substantiation. Such changes, or new legislation, could
have a material adverse effect on our business, financial condition, results of operations and cash flows. In December 2003, Congress
passed measures:intended to speed the process by which generic versions of brand name drugs are introduced to the market. Among
other things, these measures are intended to limit regulatory delays of generic drug applications and penalize companies that reach
certain agreements with makers of brand name drugs that delay the introduction of generic versions. The Federal Trade Commission
(FTC) has expressed its concern with agreements between brand and generic drug companies that may delay the introduction of a
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generic drug to the market, and the U.S. Supreme Court will review a case involving such agreements during the 2013 Supreme Court
term. These changes and the results-of the Supreme Court review could result in increased generic competition for our branded and
generic products and could have a material adverse effect on our business, financial condition, results of operations and cash flows. In
addition, on September 27, 2007, Congress enacted the Food and Drug Administration Amendments Act of 2007 (FDAAA) that re-,
authorized requirements for testing drug products in children, where appropriate, which were made permanent by the Food and Drug
Administration Safety and Innovation Act, which was signed into law in July 2012 and is further described below. The FDAAA also
included new requirements for post-approval studies or clinical trials of drugs that are known to or that signal the potential to pose
serious safety risks, and authority to require risk evaluation and mitigation strategies, or REMS to confirm that the benefits of a drug
outweigh the risks of the drug, all of which may increase the time and cost necessary for new drug development as well as the cost of
maintaining regulatory compliance for a marketed product.

EPI and Qualitest Pharmaceuticals sell products that are “controlled substances” as defined in the Controlled Substances Act of
1970 (CSA), which establishes certain security and record keeping requirements administered by the Drug Enforcement Agency
(DEA). The DEA is concerned with the control of registered handlers of controlled substances, and with the equipment and raw
materials used in their manufacture and packaging, ini order to prevent loss and diversion into illicit channels of commerce. The DEA
regulates controlled substances as Schedule I, II, III, IV or V substances, with Schedule I and I substances considered to present the
highest risk of substance abuse and Schedule V substances the lowest risk. Our Qualitest segment sells a significant amount of
hydrocodone-containing products. Hydrocodone combination products are currently regulated as Schedule III substances. Pursuant to
the Food and Drug Administration Safety and Innovation Act, which is further described below, Congress has required the FDA to
convene a meeting to solicit advice and recommendations to assist in conducting a scientific and medical evaluation on whether to
reschedule combination products containing hydrocodone. Congress is acting in response to continued reports of misuse, abuse and
addiction of products containing hydrocodone. An advisory committee to take public comments on the proposed rescheduling took
place on January 24-25, 2013. At this advisory committee, the FDA's Drug Safety and Risk Management Advisory Committee
recommended that hydrocodone be rescheduled to Schedule I The FDA is responsible for preparing the documentation to reschedule
a drug. Upon completion, the medical and scientific evaluation and scheduling recommendation of the FDA are forwarded to the
Assistant Secretary for Health (ASH) who makes the final determination on behalf of the Secretary of the Department of Health and
Human Services (HHS). The medical and scientific evaluation and the recommendation as to the appropriate schedule for the drug are
then forwarded to the DEA. Should the DEA reschedule hydrocodone-containing products, it will be done through the rule-making
process. A change from a Schedule III substance to a Schedule II substance could restrict patient access to needed medication. It
would also require significant changes to the entire industry's supply chain from manufacturers, to wholesalers and retailers. We
believe the increased burden and cost to the healthcare system would be substantial. While the briefing document published by the
FDA on October 25, 2012, in advance of the advisory committee meeting suggests the FDA may not be prepared to recommend to the
DEA that hydrocodone products be rescheduled to Schedule II, the FDA did, however, acknowledge that the question remains on how
to reduce levels of abuse of hydrocodone combination products. As part of our expansion of our Huntsville site, we have factored in
the potential for hydrocodone being rescheduled. .

On February 7-8, 2013, the FDA held a public hearing to obtain information, particularly scientific evidence, such as study data
or peer-reviewed analyses, on issues pertaining to the use of opioid drugs in the treatment of chronic pain. The FDA is considering a
Citizen Petition filed in July: 2012 bya group of physicians seeking changes to the labeling of opioid drug products relating to
indications and duration of use: In considering the petition ongoing policy debate on the use of opioid medications, at the hearing, the
FDA heard presentations from individuals and groups on diagnosing and understanding patient pain, and what it would mean to
change or limit patient access to opioids. While it is not presently known what, if any actions the FDA may take, as a result of the
Citizen Petition of the public hearing, if the FDA requires changes to the indications for use or duration of use in the labeling of opioid
drug products, it could have a material adverse effect on our business, financial position, results of operations and cash flows.

The FEDCA allows the FDA to impose mandatory and permissive debarment and other penalties on individuals and companies
that are convicted of certain offenses relating to the drug approval process. In some situations, the FFDCA authorizes the FDA to not
accept or review applications for a period of time from a company or an individual that has committed certain violations. It also
authorizes the temporary denial of approval of applications during the investigation of certain violations that could lead to debarment
and also, in more limited circumstances, authorizes the suspension of the distribution of approved drugs by the affected company.
Lastly, the FFDCA allows for civil penalties and withdrawal of previously approved applications. In addition, the Social Security Act
authorizes the Department of HHS's Office of Inspector General (OIG) to impose mandatory and permissive exclusion of individuals
and entities from participation in federal healthcare programs, such as Medicare and Medicaid, if convicted of certain offenses relating
to health care fraud. We believe neither we nor any of our employees have ever been subject to debarment or exclusion.

7 The evolving and complex nafure of regulatory requirements, the broad authority and discretion of the FDA and the generally
high level of regulatory oversight results in a continuing possibility that from time to time, we will be adversely affected by regulatory
actions despite ongoing efforts and commitment to achieve and maintain full compliance with all regulatory requirements.
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NDA/BLA Process

. FDA ‘approval is typically required before any new drug can be marketed. A New Drug Application (NDA) or Biologics License
Application (BLA) is a filing submitted to the FDA to obtain approval of new chemical entities and other innovations for which
thorough applied research is required to demonstrate safety and effectiveness in use. The process generally involves:

»  Completion of preclinical laboratory and animal testing and formulation studies in compliance with the FDA’s Good
‘Laboratory Practice, or GLP, regulations;

" Submission to the FDA of an Investigational New Drug (IND) apphcatlon for human clinical testing, which must become

- effective before human clinical trials may begin in the U.S.;

»  Approval by an independent institutional review board, or IRB before each trial may be initiated, and contmumg review
during the trial;

*  Performance of human clinical trials, including adequate and well-controlled clinical trials in accordance with good clinical

. practlces or GCP, to establish the safety and efficacy of the proposed drug product for each intended use;

«  Submission of an NDA or BLA to the FDA;

«  Satisfactory completion of an FDA pre-approval inspection of the product’s manufacturing processes and facility or facilities
to assess ccmpljance with the FDA’s current Good Manufacturing Practice (cGMP) regulations, and/or review of the
Chemistry, Manufacturing, and Controls section of the NDA or BLA to require that the facilities, methods and controls are

‘adequate to preserve the drug’s identity, strength, quality, purity and potency;
»  Satisfactory completion of an FDA advisory committee review, if applicable; and
*  Approval by the FDA of the NDA or BLA.

Clinical trials are typically conducted in three sequential phases, although the phases may overlap.

+  Phase I, which frequently begins with the initial introduction of the compound into healthy human subjects prior to
introduction into patients, involves testing the product for safety, adverse effects, dosage, tolerance, absorption, metabolism,
excretion and other elements of clinical pharmacology.

' Phase II typically involves studies in a small sample of the intended patient population to assess the efficacy of the compound

" fora specific indication, to determine dose tolerance and the optimal dose range as well as to gather additional information
relating to safety and potential adversé effects.’

»  Phase III trials are undertaken to further evaluate clinical safety and efficacy in an expanded patient population at typically
dispersed study sites, in order to determine the overall risk-benefit ratio of the compound and to provide an adequate basis for
product labeling.

Each trial is conducted in accordance with certain standards under protocols that detail the objectives of the study, the
parameters to be used to monitor safety, and efficacy criteria to be evaluated. Each protocol must be submitted to the FDA as part of
the IND. In some cases, the FDA allows a company to rely on data developed in forelgn countries or previously published data, which
eliminates the need to independently repeat some or all of the studies. .

On January 4, 2011, the FDA published a final rule to amend its regulations that govern the informed consent process for clinical
trials of products regulated by the FDA. The final rule requires that all informed consent documents for applicable drug and medical
device clinical trials initiated on or after March 7, 2012, inform individual clinical trial subjects that a description of the clinical trial in
which they are participating will be published in the National Institutes of Health/National Library of Medicine clinicaltrials.gov
website. The rule became effective March 7, 2011.

Data from preclinical testing and clinical trials are submitted to the FDA in an NDA or BLA for marketing approval, and to
foreign government health authorities in a marketing authorization application. The process of completing clinical trials for a new drug
may take many years and require the expenditures of substantial resources. Preparing an NDA, BLA or marketing authorization
application involves considerable data collection, verification, analysis and expense, and there can be no assurance that approval from
the FDA or authorization from any other health authority will be granted on a timely basis, if at all. The approval process is affected -
by a number of factors, primarily the risks and benefits demonstrated in clinical trials as well as the severity of the disease and the
availability of alternative treatments. The FDA may deny an NDA or BLA, or foreign government health authorities may deny a
marketing authorization application, if the applicable regulatory criteria are not satisfied, or such authorities may require additional
testmg or information.

As a condition of approval, the FDA or foreign regulatory authorities may require further studies, including Phase IV post- |
marketing studies and pediatric studies to provide additional data. For some drugs, the FDA may require a REMS, which could
include medication guides, physician communication plans, or restrictions on distribution and use, such as limitations on who may
prescribe the drug or where it may be dispensed or administered. In September 2007, Congress passed legislation authorizing FDA to
require companies to undertake-such studies to assess the risks of drugs known or signaling potential to have serious safety issues.
Other post-marketing studies could be used to gain approval for the use of a product as a treatment for clinical indications other than
those for which the product was initially tested. Also, the FDA or foreign government regulatory authorities require post-marketing
reporting to monitor the adverse effects of drugs. Results of post-marketing programs may limit or expand the further marketing of the
products.
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~ On January 30, 2007, the FDA announced a drug safety initiative to implement a number of proposals made by the Institute of .
Medicine in a September 2006 report. As part of this program, the FDA began publishing a newsletter that contains non-confidential,
non-proprietary information regarding post-marketing review of new drug products. Additionally, in 2005, the FDA created a Drug
Saféty Oversight Board to provide oversight and advice to the Center for Drug Evaluation and Research Director on the management
of important drug safety issues and to manage the dissemination of‘certain safety information through FDA’s Web site to healthcare
professionals and patients. '

On February 6, 2009, the FDA sent letters to manufacturers of certain opioid drug products, indicating that these drugs will be
required to have a REMS to address whether the benefits of these products continue to outweigh the risks. The FDA has authority to
require a REMS under the FDAAA when necessary to prove that the benefits of a drug outweigh the risks. The affected optoid drugs
include brand name and generic products. Three products sold by Endo were included in the list of affected opioid drugs; Opana® ER,
morphine sulfate ER and oxycodone ER. On December 9, 2011, the FDA approved our interim REMS for Opana® ER, which was
subsequently superseded by the class-wide extended-release/long-acting REMS approved on July 9, 2012. The goal of this REMS is to
reduce serious adverse outcomes resulting from inappropriate prescribing, misuse and abuse of extended-release or long-acting opioid
analgesics while maintaining patient access to pain medications. The REMS includes a Medication Guide, Elements to Assure Safe
Use and annual REMS Assessment Reports. These changes, or others required by the FDA, could have an adverse effect on the sales,

gross margins and marketing costs of these products.

On January 14, 2011, the FDA announced in the Federal Register that it was taking steps to reduce the maximum strength of |
acetaminopHen in prescription combination drug products to help reduce or prevent the risk of liver injury from an unintentional
overdose of acetaminophen. A variety of prescription combination drug products include acetaminophen, such as those that contain the
opioids oxycodone hydrochloride or hydrocodone bitartrate and acetaminophen, among others. Specifically, the FDA announced that
it was asking product sponsors to limit the maximum strength of acetaminophen per dosage unit of the prescription combination drug
products to 32§ mg over a three-year phase-out period. At the end of that period, the FDA could seek to withdraw those prescription
combination drug products that contain more than 325 mg of acetaminophen from the market, citing its authority to initiate withdrawal
proceedings under the FFDCA. Among the products impacted by the FDA’s action are three Endo combination drug pain relief
products: Percocet®, Endocet® and Zydone®; and the Qualitest Pharmaceuticals combination drug pain relief products: butalbital/
acetaminophen/caffeine, hydrocodone/acetaminophen and oxycodone/acetaminophen. In addition, under additional authority granted
to the FDA by the FDAAA, the FDA notified holders of approved NDAs and ANDAS that they would be required to modify the
labeling of prescription acetaminophen drug products to include a Boxed Warning to include new safety information about
acetaminophen and liver toxicity, and a Warning on the potential for allergic reactions. The Company has implemented several
measures to comply with the FDA action. Specifically, any high dose prescription product containing more than 325 mg of
acetaminophen will have an expiration date that will prevent saleable product remaining in the marketplace after January 2014.In
addition, steps are being taken to increase production of similar low dose products, to provide uninterrupted supply to all customers as
demand transitions to the alternate products. Nonetheless, these regulatory changes, or others required by the FDA, could have an
adverse efféct on our business, financial condition, results of operations, and cash flows: :

Finally, the FDA is developing guidance for the industry on how to test, detect and prevent safety problems during drug
development, including tests that would identify, preclinical biomarkers of toxicity. Because these initiatives and other similar
initiatives are still being developed, it is unclear what impact, if any, they may have on our ability to obtain approval of new drugs or
on our sales of existing products.

In addition to these initiatives, the Prescription Drug User Fee Act (PDUFA) was reauthorized on September 27, 2007 through
passage of the FDAAA. In connection with that reauthorization legislation, Congress enacted new measures authorizing FDA to
require companies to undertake post-approval testing of products to assess known or signaled potential serious safety risks and to
make labeling changes to address safety risks. The legislation also re-authorized FDA to require testing of drug products in children
where appropriate, and provided additional incentives to companies that agree to undertake such testing in connection with a new
NDA as part of the Best Pharmacéuticals for Children Act (BPCA). The legislation also contained provisions to expedite new drug
development, and collect data and results from clinical trials of drug products more readily available via a registry managed by the
National Institutes of Health. These provisions, depending on how they are and continue to be implemented by the FDA, could impact
our ability to market existing and new products. The PDUFA and the Medical Device User Fee and Modernization Act (MDUFMA)
were reauthorized and amended in 2012 by the Food and Drug Administration Safety and Innovation Act (FDASIA), which is further”
described below. ' B

On July 9, 2012, the FDASIA, which primarily amends existing legislation, was signed into law. In addition to reauthorizing and
amending several drug and medical device provisions that were scheduled to sunset, including PDUFA and MDUFMA, the new law
establishes new user fee statutes for generic drugs and biosimilars. FDASIA also, among other provisions, provides the FDA with
tools intended to expedite the development and review of innovative new medicines that address certain unmet medical needs, affords
the FDA new authority concerning drag shortages, makes significant changes to enhance the FDA's inspection authority and drug
supply chain and includes several miscellanéous provisions such as provisions on prescription drug abuse, 180-day generic drug
marketing exclusivity, citizen petitions and controlled substances. The law significantly changes existing legislation in several respects
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that will have considerable short- and long-term effects on the regulated industries and could impact our ability to market existing and
new products. : :

_.Section 505(b)(2) of the Federal Food Drug and Cosmetic Act provides a procedurg for an applicant to seek approval, of a drug
product for which safety and/or efficacy has been established through preclinical and clinical data that the applicant does not have
proprietary rights to use. Under that section, despite not having a right of reference, an applicant can cite to studies containing such
clinical data to prove safety or efficacy, along with any additional clinical data necessary to support the application. Section 505(b)
(2) NDAs are subject to patent certification and notification requirements that are similar to those that are required for ANDAS (refer
to next section). Approval of Section 505(b)(2) NDAs, like ANDAS, also may be delayed by market exclusivity that covers the
reference product. However, despite the similarities, Section 505(b)(2) applications are not permitted when an applicant could submit
and obtain approval of an ANDA.

ANDA Process -

FDA approval of an ANDA is required before a generic equivalent of an existing or reference-listed drug can be marketed. The
ANDA process is abbreviated in that the FDA waives the requirement of conducting complete preclinical and clinicsl studies and
instead relies principally on bioequivalence studies. “Bioequivalence” generally involves a comparison of the rate of absorption and
levels of concentration of a generic drug in the body with those of the previously approved drug. When theé rate and extent of
absorption of systemically acting test and reference drugs are the same, the two drugs are considered bioequivalent and regarded as
therapeutically equivalent, meaning that a pharmacist can substitute the product for the reference-listed drug. There are other or
additional measures the FDA may rely upon to determine bioequivalence in locally acting products, which could include comparative
clinical efficacy trials. In May 2007, the FDA began posting to its website, bioequivalénce recommendations for individual products in
order to provide guidance to generic manufacturers on the specific method of demonstrating bioequivalence. '

An ANDA also may be submitted for a product authorized by approval of an ANDA suitability petition. Such petitions may be
submitted to secure authorization to file an ANDA for a product that differs from a previously approved drug in active ingredient,
route of administration, dosage form or strength. For example, the FDA has authorized the substitution of acetaminophen for aspirin in
certain combination drug products and switching the drug from a capsule to tablet form. Bioequivalence data may be required, if
applicable, as in the case of a tablet in place of a capsule, although the two products would not be rated as therapeutically equivalent,
meaning that a pharmacist cannot automatically substitute the product for the reference-listed drug. Congress re-authorized pediatric
testing legislation in September 2007 which may continue to affect pharmaceutical firms’ ability to file ANDAs via the suitability
petition route. In addition, under that same legislation, ANDA applicants are required to implement a REMS in connection with
obtaining approval of their products, when the reference-listed drug has an approved REMS.

The timing of final FDA approval of ANDA applications depends on a variety of factors, including whether the applicant
challenges any listed patents for the drug and whether the manufacturer of the reference listed drug is entitled to one or more statutory
exclusivity periods, during which the FDA is prohibited from approving generic products. In certain circumstances, a regulatory.
exclusivity period can extend beyond the life of a patent, and thus block ANDAs from being approved on the patent expiration date.
For example, under the Best Pharmaceuticals for Children Act, if a manufacturer receives and accepts a written request from the FDA
to conduct studies on the safety and efficacy of its product in children, the exclusivity of a product is extended by six months past the
patent or regulatory expiration date if the manufacturer completes and submits the results of the studies, a so-called pediatric study
extension.

Patent and Non-Patent Exclusivity Periods

A sponsor of an NDA is required to identify in its application any patent that claims the drug or a use of the drug subject to the
application. Upon NDA approval, the FDA lists these patents in a publication referred to as the Orange Book. Any person that files a
Section 505(b)(2) NDA, the type of NDA that relies upon the data in the application for which the patents are listed, or an ANDA to
secure approval of a generic version of this first, or listed drug, must make a certification in respect to listed patents. The FDA may not
approve such an application for the drug until expiration of the listed patents unless (1) the generic applicant certifies that the listed
patents are invalid, unenforceable or not infringed by the proposed generic drug and gives notice to the holder of the NDA for the
listed drug of the bases upon which the patents are challenged, and (2) the holder of the listed drug does not sue the later applicant for
patent infringement within 45 days of receipt of notice. Under the current law, if an infringement suit is filed, the FDA may not
approve the later application until the earliest of: 30 months after submission; entry of an appellate court judgment holding the patent
invalid, unenforceable or not infringed; such time as the court may order; or the patent expires.

One of the key motivators for challenging patents is the 180-day market exclusivity period vis a vis other generic applicants
granted to the developer of a generic version of a product that is the first to have its application accepted for filing by the FDA and
whose filing includes a certification that the applicable patent(s) are invalid, unenforceable and/or not infringed (a Paragraph IV
certification) and that prevails in litigation with the manufacturer of the branded product over the applicable patent(s). Under the
Medicare Prescription Drug, Improvement, and Modernization Act of 2003, or the 2003 Medicare Act, with accompanying
amendments to the Hatch-Waxman Act (The Drug Price Competition and Patent Term Restoration Act), this marketing exclusivity
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would begin to run upon the earlier of the commercial launch of the generic product or upon an appellate court decision in the generic
company’s favor. S .

In addition, the holder of the NDA for the listed drug may be entitled to certain non-patent exclusivity during which the FDA
cannot approve an application for a competing generic product or 505(b)(2) NDA product. If thé listed drug is a new chemical entity,
in certain circumstances, the FDA may not approve any application for five years; if it is not a new chemical entity, the FDA may not
approve a competitive application for three years. Certain additional periods of exclusivity may be available if the listed drug is
indicated for use in a rare disease or condition (“orphan drug exclusivity”) or is studied for pediatric indications (“pediatric
exclusivity"). ‘ :

Medical Device Regulation

Numerous governmental authorities, principally the FDA and comparabl¢ foreign regulatory agencies, regulate the development,
testing, design, manufacturing, packaging, labeling, storage, installation, marketing, distribution and servicing of our medical devices.
In Europe and certain other countries, we comply with the European Union Directives for Medical Devices and certify our compliance
with the CE Mark. In other countries outside the U.S., we comply with appropriate local registration and authorization. In the US,;"
under the FFDCA, medical devices, such as those manufactured by AMS, Inc. and HealthTronics, Inc. are classified into Class I, II, or
II depending on the degree of risk associated with éach medical device and the extent of control needed to provide for safety and
effectiveness. Class I includes devices with the least risk and Class III includes those with the greatest risk. Class I medical devices are
subject to the FDA’s general controls, which include compliance with the applicable portions of the FDA’s Quality System Reguldtion,
facility registration and product listing, reporting of adverse medical events, and appropriate, truthful and non-misleading labeling,
advertising, and promotional materials. Class II devices are subjec‘t;to the FDA’s general controls and may also be subject to other
special controls as deemed necessary by the FDA to provide for the safety and effectiveness of the device. Class III medical devices
are subject to the FDA’s general controls, special cortrols, and premarket approval prior to marketing. ‘

HealthTronics, Inc. currently markets Class 11 medical devices, and AMS, Inc. currently markets Class I, II and III medical
devices. If a device is classified as Class I or II, and if it is not exempt, its manufacturer will have to undertake the premarket
notification process in orderto obtain marketing clearance, also referred to as the 510(k) process. When a 510(k) is required, the
manufacturer must submit to the FDA a premarket notification demonstrating that the device is “substantially equivalent” to either a
device that was legally marketed prior to May 28, 1976, the date upon which the Medical Device Amendments of 1976 were enacted,
or to another commercially available, similar device which was subsequently cleared through the 510(k) process. By regulation, the
FDA is required to clear a 510(k) within 90 days of submission of the application. As a practical matter, clearance often takes longer, .
particularly if a clinical trial is required. A successful 510(k) submission results in FDA permission to market the new.device.

Class TIT devices are approved through a Premarket Approval Application, or PMA, under which the applicant must submit data
from adequate and well-controlled clinical trials to the FDA that demonstrate the safety and effectiveness of the device for its intended
use(s). All of our marketed devices have been approved or cleared for marketing pursuant to a PMA or the 510(k) process: The FDA
also has authority under the FFDCA to require a manufacturer to conduct post-market surveillance of a Class II or Class Il device. On
January 3, 2012, the FDA ordered manufacturers of transvaginal surgical mesh used for pelvic organ prolapse and of single incision -
mini-slings for urinary incontinence, such as AMS, Inc. to conduct post-market safety studies and to monitor adverse event rates
relating to the use of these products. Of the nineteen class-wide post market study orders received by AMS, Inc. for pelvic.floor repair
and mini-sling products, three remain active. AMS, Inc. is in the process of complying with these orders. In its orders, the FDA also
noted that it is still considering the recommendation of an advisery committee on September 9, 2011, that urogynecological surgical
mesh for transvaginal repair of pelvic organ prolapse be reclassified from Class II'to Class IIL

The FDA has broad post-market regulatory and enforcement powers with respect to medical devices, similar to those for
pharmaceutical products. Failure to comply with the applicable U.S. medical device regulatory requirements could result in, among
other things, warning letters, fines, injunctions, consent decrees, civil money penalties, repairs, replacements, refunds, recalls or
seizures of products, total or partial suspension of production, the FDA’s refusal to grant future premarket clearances or approvals,
withdrawals or suspensions of current product applications, and criminal prosecution. - Y C -

On January 19, 2011, the FDA’s Center for Devices and Radiologig:al'Health (CDRH) unveiled a plan of 25 action items it
intended to implement during 2011 relating to the 510(k) premarket notification process for bringing medical devices to market.
Among the actions the FDA indicated it plans to take were to issue.guidancg documents to clarify when clinical data should be .
submitted in support of a premarket notification submission, to clarify the review of submissions that use “multiple predicates” in a
premarket notification submission; to clarify when modifications to a device require a new 510(k), and other guidance documents. The
plan included other intended measures such as streamlining the review of innovative lower-risk products though the de novo review
process, and establishing a Center Science Council of senior FDA experts to‘enhance science-based decision-making in 510(k)
reviews. The FDA announced that it intended to refer to the Institute of Medicine (IOM) for further review and consideration of other
significant actions, such as whether or not to define the scope and grounds for the exercise of authority to partially or fully rescind a
510(k) marketing clearance, to clarify and consolidate the concepts of “indications for use” and “intended-use,” to clarify whena
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device should no longer be available as a “predicate” to, support a showing of substantial equivalence, whether to develop guidance on
a new class of devices, called “class IIb,” for which additional data would be necessary to support a 510(k) determination. »

:On July 29, 2011, the IOM released its report, which recommerided that the FDA move towards replacing the current 510(k)
review process, which is based on “substantial equivalénce” determinations, with a new “integrated premarket and post-market
regulatory framework” that provides a reasonable assurance of safety and efficacy. The IOM also recommended that the FDA
prioritize enhancement of its post-market surveillance program. The IOM also stated that it was unable to study fully the seven
specific actions referred to it by the FDA because the requests came at the end of its review. The FDA decided mot to act on the IOM
recommendation to replace the 510(k) substantial equivalence framework, but since January 2011, CDRH has issued numerous
guidance documents and proposed and final regulations impacting all medical devices (PMA and 510(k)), that have the potential to
significantly impact how the FDA regulates medical devices. These include issuing guidance on data requirements for pivotal clinical
investigations for medical devices, on CDHR's evaluation of substantial equivalence in premarket notification 510(k) submissions, on
presubmission meetings for investigation device applications (IDEs), including with regard to multiple predicate devices, and on its
decisions on whether and how to approve a device clinical study, among other draft guidance. While the FDA issued and withdrew -
(pursuant to a requirement of the MDUFMA legislation), a draft;guidance on when device modifications require a new 510¢k), it plans
to issue another draft guidance on device modification requirements. In additjen, the FDA issued a proposed rule that would require a
unique identifier on distributed devices for tracking purposes, and a final rule that revises and expands medical device registration and
listing requirements. Further, pursuant to the March 2010 healthcare reform law, a medical device tax went into effect January 1, 2013,
for devices listed with the FDA.

The extent and how the FDA w111 1mplement some or all of its planned action items, draft guidance and proposed and final rules
is unknown at this time. These actions could have a significant effect on the cost of applying for and maintaining applications under
the 510(k) clearance mechanism, on the criteria required for achlevmg clearance for additional uses of ex1stmg devices or new 510(k)
devices, and for the marketing of medical devices.

Quality Assurance Requirétiterits .

The FDA enforces regulations to require that the methods used in, and-the facilities and controls used for, the manufacture,
processing, packing and holding of drugs and medical devices conform to current good manufacturing practices, or cGMP. The cGMP
regulations the FDA enforces are comprehensive and cover all aspects of manufacturing operations, from receipt of raw materials to
finished product distribution, insofar as they -bear upon whether drugs meet 4ll the identity, strength, quality and purity characteristics
required of them. The cGMP regulations for devices, called the Quality System Regulation, are also comprehensive and cover all
aspects of device manufacture, from pre-production design validation to installation and servicing, insofar as they bear upon the safe
and effective use of the device and whether the device otherwise meets the requirements of the FFDCA. To assure comphance requires
a contlnuous commmnent of time, money and eﬁ'ort in all operatlonal areas.

The F DA conducts pre-approval mspectlons of fac1ht1es engaged in the development, manufacture, processing, packing, testing
and holding of the drugs subject to NDAs and ANDAs. If the FDA concludes that the facilities to be used do not.or. did not'meet
cGMP, good laboratory practices or GLP or good clinical practices or GCP requirements, it will not approve the application..:
Corrective actions to remedy the deficiencies must be performed and are usually verified in a subsequent inspection. In addition,
manufacturers of both pharmaceutical products and active pharmaceutical ingredients, or APIs, used to formulate the drug also
ordinarily undergo a pre-approval inspection, although the inspection can be waived when the manufacturer has had a passing cGMP
inspection in the immediate past. Failure of any facility to pass a pre-approval inspection will result in delayed approval and would
have a material adverse effect on our business, results of operations, financial condition and cash flows.

The FDA also conducts periodic. inspections of drug and device facilities to assess the cGMP status of marketed products. If the
FDA were to find serious cGMP non-compliance-during such an inspection, it could take regulatory actions that could adversely affect
our business, results of operations, financial condition and cash flows. Imported API and other components needed to manufacture our
products could be rejected by U.S. Customs, usually after conferring with the FDA. In respect to domestic establishments, the FDA
could initiate product seizures or request or in some instances require product recalls and seek to enjoin a product’s:manufacture and
distribution. In certain circumstances, violations could support civil penalties and criminal prosecutions. In addition, if the FDA
concludes that a company is not in compliance with cGMP requiremeénts, sanctions’ may be'imposed that include preventing that
company from receiving thé tiecessary licenses to export its products-and classifying that company as an “unacceptable suppher” '
thereby disqualifying that company from selhng products to federhl agenc1es :

On January 9, 2012 we announced that 'as a result.of a shutdown by Novartls Consutner Health Division of its manufacmrlng
facility in Lincoln, Nebraska to facilitate certain manufacturing process improvements, there would be.a short-term supply constraint
for our Opana® ER: product, which was manufactured by Novartis. To the best of our knowledge, these manufactiring improvements
were intended to address the possrbihty of packaging errors.that could potentially result in product mix-ups. We have transitioned the
production of the formulation of Opana® ER designed to be crush-resistant to a third-party manufacturing facility managed by our
development partner, Griinenthal, began production of our Voltaren® Gel product at an alternative Novartis manufacturing source, :and
made alternative arrangements for supply of certain other of our analgesic products which had been manufactured at the Nebraska
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facility prior to the shutdown. On December 31, 2012, Endo and Novartis Consumer Health entered into a settlement agreement.
whereby the parties agreed to terminate the manufacturing agreement between the parties. Also, Novartis Consumer Health has agreed
to reimburse Endo for certain out-of-pocket costs, including costs related to recalls of certain of our products manufactured at the
Lincoln facility and incremental freight charges associated with the transfer of Voltaren® Gel té an alternate Novartis manufactuting
site. o .

_Following an FDA inspection.of the manufacturing facility in Huntsville, Alabama, our subsidiary, Qualitest Pharmaceuticals,
received a Form 483 Notice of Inspectional Observations dated December 7, 2011, listing six observations of the inspectors. The
observations focused on product and process control procedures, product release specifications and building maintenance. A
comprehensive response was provided to the FDA on December 28, 2011, addressing the issuss in each of the observations, corrective
actions, and remediation plans. On March 13, 2012, Qualitest Pharmaceuticals received a response from the FDA acknowledging
receipt of our December 28, 2011 response and, except in connection with two minor observations where the FDA indicated that the
changes seem adequate but would be confirmed at a subsequent inspection, confirming our proposed corrective actions and
remediation plans.

In February 2013, the FDA conducted an inspection of AMS, Inc.'s Minnetonka, Minnesota facility, and, following such
inspection, issued two observations on a Form 483. Both observations relate to timeliness of complaint handling procedures. AMS,
Inc. will provide a written response to the FDA no later than March 1, 2013 (within fifteen working days of the issuance of the Form
483, as recommended by the FDA) detailing proposed corrective actions, and has initiated efforts and redirected resources to address
the FDA's observations. It is important to note that neither of the observations identified a specific issue regarding the clinical or field
performance of any particular device. The Minnetonka, Minnesota facility will continue to manufacture products while AMS, Inc.
works with the FDA to address these observations. : : o

Other’ FDA»Matters y

If there are any modifications to an approved drug, including changes in indication, manufacturing process or labeling or a-
change in a manufacturing facility, an applicant must notify FDA, and in many cases, approval for such changes must be submitted to
the FDA. Additionally, the FDA regulates post-approval promotional labeling and advertising activities to assure that such activities
are being ¢onducted in conformity with statutory and regulatory requirenients. Thesé regulations include standards or restrictions for
direct-to-conéjﬁmer advertising, industry-sponsored scientific and educational activities, promotional activities and off-label
promotion. While physicians may prescribe for off-label uses, manufacturets may only promote for the approved indications and in
accordance with the provisions of the approved label. In December 2011, the FDA issued a draft guidance document on responding to
unsolicited requests for off-label information about a drug or device, which suggests limits on a company's ability to respond, and in
March 2012 issued a draft guidance on pre-dissemination review of direct-to-consumer TV advertising. The FDA has also stated that it
will jssue guidance on the use of social media in advertising or promoting a‘product; These and other statements of the FDA
interpreting the FFDCA and the FDA's regulatory authority may place further limits and restrictions on the advertising of our
products. The FDA has very broad enforcement authority under the FFDCA, and failure to abide by these regulations can result in
compliance or enforcement action, including the issuance of warning letters directing entities to correct deviations from FDA .
regulations and civil and criminal investigations and prosecutions. These activities could have a material adverse effect on our
business, results of operations, financial condition and cash flows. L

Drug Enforcemeént Administration

We sell products that are “controlled substances” as defined in the Controlled Substances Act of 1970 (CSA), which establishes
certain security and record keeping requirements administered by the US Drug Enforcement Adrnjnistratidn (DEA). The DEA is
concgrned with the control of registered handlers of controlled substances, and with the equipment and raw materials used in, their
manufacture and packaging, in order to prevent loss and diversion into illicit channels of commerce.

The DEA regulates controlled substances as Schedule I, IT, III, IV or V'silbstances, with Schedule I and IT s‘,iibstancés"éonsidere&
to present the highest tisk of substancé ‘abuse and Schedule V substances the loWes‘t risk. The active ingredients in'some of our current
products and products in development, including oxycodone, oxymorphione, morphine, fentanyl'and hydrocodone, are listed by the
DEA as'Schedule II or I1I substances under the CSA. Consequently, their map‘nfaqture, shipment, storage, sale and use are subject to a
high degree of tegulation. For example, generally, all Schedule I drug prescriptions must be signed by a physiciat, physically a
presented to a pharmacist and may not be refilled wittiout a new prescription. S L R '

The DEA limits the availability of the active ingredients used in many of our current products and products in development, as
well as the production of these products, and we, or our contract manufacturing organizations, must annually apply to the DEA for
procurement and production quotas in order to obtain and produce these substances. As a result, our quotas may not be sufficient to
meet commercial demand or complete clinical trials. Moreover, the DEA may adjust thes¢ quotas from time to time during the yéar,
although the DEA has substantial discretion in whether or not to make such adjustmeénts. Any delay or refusal by the DEAin
establishing our quotas, or modification of our quotas, for controlled substances could delay or stop our clinical trials or product
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launches, or could cause trade inventory disruptions for those products that have already been launched, which could have a material
adverse effect on our business, financial position, results of operations and cash flows. ;

To meet its respon31b111t1es, the DEA conducts periodic 1nspect10ns of registered, establishments that handle controlled
substances. Annual registration is required for any facility that manufactures, tests, distributes, dispenses, imports or exports any
controlled substance. The facilities must have the security, control and accounting mechanisms required by the DEA to prevent loss
and diversion. Failure to maintain compliance, particularly as manifested in loss or diversion, can result in regulatory action that could
have a material adverse effect on our business, results of operations, financial condition and cash flows. The DEA may seek civil
penalties, refuse to renew necessary registrations, or 1mt1ate proceedmgs to revoke those registrations. In certain cincumstances,.
violations could eventuate in criminal proceedmgs

Individual states also regulate controlled substances and we, as well as our third-party API suppliers and manufacturers, are
subject to such regulation by several states with respect to the manufacture and distribution of these products.

We, and to our knowledge, our third-party API suppliers, dosage form manufacturers, distributors and researchers have
necessary registrations, and we believe all registrants operate in conformity with applicable registration requirements.

Clinical Laboratory Improvement Amendments of 1 988 and State Regulation

Since we operate clinical laboratory services as part of our HealthTronics segment, we are required to hold certain federal, state
and local licenses, certifications and permits to conduct our business. Under the Clinical Laboratory Improvement Amendments of
1988 (CLIA), we are required to hold a certificate applicable to the type of work we perform and to comply with certain CLIA-
imposed standards. CLIA regulates virtually all clinical laboratories by requiring that they be certified by the federal government and
comply with various operational, personnel, facilities administration, quality and proficiency requirements intended to confirm that
their clinical laboratory testing services are accurate, reliable and timely. CLIA does not preempt state laws that are more Stringent
than federal law.

To renew our CLIA certificate, we are subject to survey and inspection every two years to assess compliance with program
standards, and may be subject to additional random inspections. Standards for testing under CLIA are based on the level of complexity
of the tests performed by the laboratory. Laboratories performing high complexity testing are required to meet more stringent
requirements than laboratories performing less complex tests. CLIA comphance and certification is also a prerequisite to be eligible to
bill for services provided to governmental payor program beneficiaries.

In addition to CLIA requirements, we are Subject to various state laws. CLIA provides that a state may adopt laboratory
regulations that are more stringent than those under federal law, and a number of states, including California, have implemented their
own more stringent laboratory schemes. State laws may require that laboratory personnel meet certain qualifications, specify certain
quality controls, or prescribe record malntenance requirements.

Government Benefit Programs

Statutory and regulatory requirements for Medicaid, Medicare, TRICARE and other government healthcare programs govern
provider reimbursement levels, including requiring that all pharmaceutical companies pay rebates to individual states based on a
percentage of their net sales arising from Medicaid program-reimbursed products. In addition, under a final rule promulgated by the
U.S. Department of Defense (DOD) on March 17, 2009, and reissued on October 15, 2010 with an effective date of December 27,
2010, payments made to retail pharmacies under the TRICARE Retail Pharmacy Program for prescriptions filled on or after
January 28, 2008 are subject to certain price ceilings. Under the final rule and as a condition for placement on the Uniform Formulary,
manufacturers are required, among other things, to make refunds for prescriptions filled beginning on January 28, 2008 and extending
to future periods based on the newly appliéable price limits. On April 17, 2012, the TRICARE Management Authority issued guidance
regarding the obligation to pay refunds for prescription drug utilization for the period first quarter 2008 to second quarter 2009. On
January 4, 2013, the D.C. Circuit Court of Appeals upheld the DOD's interpretation of the fina] rule that refunds are due on any
prescription filed after January 28, 2008. We had requested a waiver to be exempt from such refunds for the period January 28, 2008
through May 25, 2009, based upon our belief that the DOD was not likely to prevail in court with its interpretation that such refunds
were owed. In September 2012, DOD denied our waiver. As aresult, we paid TRICARE approximately $16 million in full satisfaction
of our obligations. The federal and/or state governments may continue to enact measures in the future aimed at containing or redgcmg
payment levels for prescription pharmaceuticals paid for in whole or in part with government funds. We cannot predict the nature of
such measures or their impact on our profitability and cash flows. These efforts could, however, have material consequences for the
pharmaceutical industry as a whole and consequently, also for the Company. - .

From time to time, legislative changes are made to government healthcare programs that impact our business. For example, the
Medicare Prescription Drug Improvement and Modemlzatlon Act of 2003 created Medicare Part D, a new prescription dmg ¢ coverage
program for people with Medicare through a new system of private market drug beneﬁt plans. This law provides a prescription drug
benefit to seniors and individuals with disabilities in the Medicare program (Medlcare Part D). Congress continues to examine various’
Medicare policy proposals that may result in a downward pressure on the prices of prescription drugs in the Medicare program.
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In addition, in March 2010, President Obama signed into law healthcare reform legislation that will make major changes to the
healthcare system. '

While some provisions of the new healthcare reform law have already taken effect, most of the provisions to expand access to
health care coverage will not be implemented until 2014 and beyond. Since implementation is incremental to the enactment date of the
law, there are still many challenges and uncertainties ahead. Such a comprehensive reform measure will require expanded
implementation efforts on the part of federal and state agencies embarking on rule-making to develop the specific components of their
new authority.

In March 2012, the U.S. Supreme Court addressed challenges to the constitutionality of the health care reform law. The Court
considered the constitutionality of the individual mandate, as well as whether the overall health care law could still stand even if the
individual mandate was ruled unconstitutional. On June 28, 2012, the Supreme Court upheld the individual mandate. In its ruling, the
Court did address the expansion of Medicaid required under the law, a provision that requires states to expand Medicaid to
approximately 17 million additional low-income individuals up to 133 percent of the federal poverty level. Under the law, the federal
government would pay the additional costs for the expansion of Medicaid for the years 2014 to 2016 and then the federal share would
phase down to 90 percent by 2020. The law provided that if a state did not expand its Medicaid program eligibility to 133 percent, it
would risk losing the federal share for all its Medicaid funding and not just the funding for the expansion. On this matter, the Supreme
Court upheld the constitutionality of the Medicaid expansion but ruled that the punitive aspects of the provision are unconstitutional
meaning that the federal government does not have the authority to terminate existing federal funding for Medicaid if the states do not
expand Medicaid. This aspect of the ruling may cause some states to refuse to expand Medicaid eligibility thereby limiting the number
of individuals with access to health insurance. 4

The implementation of the healthcare reform law will result in a transformation of the delivery and payment for health care
services in the U.S., including the expansion of health insurance coverage to an estimated 32 million Americans. In addition, there are
significant health insurance reforms that are expected to improve patients’ ability to obtain and maintain health insurance. Such
measures include: the elimination of lifetime caps; no rescission of policies; and no denial of coverage due to preexisting conditions.
The expansion of healthcare insurance and these additional market reforms should result in greater access to the Company’s products.

Our estimate of the overall impact of healthcare reform reflects a number of uncertainties. However, we believe that the impact
to our business will be largely attributable to changes in the Medicare Part D Coverage Gap, the imposition of an annual fee on
branded prescription pharmaceutical manufacturers, and increased rebates in the Medicaid Fee-For-Service Program and Medicaid
Managed Care plans. There are a number of other provisions in the legislation that collectively are expected to have a small impact,
including originator average manufacturers’ price (AMP) for new formulations, an excise tax on manufactured or imported medical
devices offered for sale in the U.S., and the expansion of 340B pricing to new entities. Certain elements of healthcare reform reduced
total revenues by approximately $40 million in 2011 and have had and will continue to have a similar impact in future years.

In response to the U.S. debt-ceiling crisis, Congress passed the Budget Control Act of 2011 on August 2,2011. Within the Act,
Congress created the Joint Select Committee on Deficit Reduction (JSC), which was charged with issuing a formal recommendation
on how to reduce the federal deficit by $1.2 trillion to $1.5 trillion over the next ten years. The Budget Control Act provided that if
Congress failed to pass a deficit reduction plan by December 23, 2011, a process of sequestration would occur on January 1, 2013
which would result in across-the-board spending cuts to certain government programs, including Medicare, in order to meet the deficit
reduction goal. Since the JSC failed to put forth a proposal and Congress ultimately failed to pass a deficit reduction plan, the
sequestration process was scheduled to be triggered on January 2, 2013. However, Congress was able to avert sequestration when it
passed the American Taxpayer Relief Act of 2012 (H.R. 8). This law delays the sequestration from January 2, 2013 until March 1,
2013. The automatic spending cuts that would occur as a result of the sequestration process are unpalatable for many lawmakers and
Congress may use the 2013 session to consider repealing the cuts by finding savings in other programs, such as Medicaid.

Healthcare Fraud and Abuse Laws

We are subject to various federal, state and local laws targeting fraud and abuse in the healthcare industry. For example, in the
U.S, there are federal and state anti-kickback laws that prohibit the payment or receipt of kickbatks, bribes or other remuneration
intended to induce the purchase or recommendation of healthcare products and services or reward past purchases or recommendations.
Violations of these laws can lead to civil and criminal penalties, including fines, imprisonment and exclusion from participation in
federal healthcare programs. These laws are potentially applicable to us as both a manufacturer and a supplier of products reimbursed
by federal health care programs. These laws also apply to hospitals, physicians and other potential purchasers of our products. o

In particular, the federal Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b)) prohibits persons from knowingly and willfully
soliciting, receiving, offering or'providing remuneration, directly or indirectly, to induce either the referral of an individual, or the
furnishing, recommending, or arranging for a good or service, for which payment may be made under a federal healthcare program
such as the Medicare and Medicaid programs. The term “remuneration” is not defined in the federal Anti- Kickback Statute and has
been broadly interpreted to include anything of value, including for example, gifts, discounts, the furnishing of supplies or equipment,
credit arrangements, paymients of cash, waivers of payments, ownership interests and providing anything at less than its fair market
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value. In addition, the recently enacted healthcare reform legislation, among other things, amends the intent requirement of the federal
Anti-Kickback Statute and the applicable criminal healthcare fraud statutes contained within 42 U.S.C. § 1320a-7b. Pursuant to the
statutory amendment, a person or entity no longer needs to have actual knowledge of this statute or specific intent to violate it in order
to have committed a violation. In addition, the U.S. Health Reform Law provides that the government may assert that a claim "
including items or services resulting from a violation of 42 U.S.C. § 1320a-7b constitutes a false or fraudulent claim for purposes of
the civil False Claims Act (discussed below) or the civil monetary penalties statute, which imposes fines against any person who is
determined to have presented or caused to be presented claims to a federal healthcare program that the person knows or should know
is for an item or service that was not provided as claimed or is false or fraudulent. Moreover, the lack of uniform court interpretation
of the Anti-Kickback Statute makes compliance with the law difficult, as virtually any relationship with entities that purchase or refer
for our services could implicate the Anti-Kickback Statute.

Recognizing that the Anti-Kickback Statute is broad and may technically prohibit many innocuous or beneficial arrangements °
within the healthcare industry, the HHS-OIG issued regulations in July 1991, and additional safe harbor regulation periodically since
that time, which the HHS-OIG refers to as “safe harbors.” These safe harbor regulations set forth certain provisions which, if metin -
form and substance, will assure pharmaceutical and medical device companies, healthcare providers and' other parties that they will
not be prosecuted under the federal:Anti-Kickback Statute. Although full compliance with these provisions safeguatrds against
prosecution under the federal Anti- Kickback Statute, the failure of a transaction of arrangement to fit within a specific safe harbor
does not necessarily mean that the transaction or arrangement is illegal or that prosecution under the federal Anti-Kickback Statute
will be pursued. However, conduct and business arrangements that do not fully satisfy each element of an applicable safe harbor may-
result in increased scrutiny by government enforcement authorities, such as the HHS-OIG or federal prosecutors. Additionally, there
are certain statutory exceptions to the federal Anti-Kickback Statute, one or more of which could be used to protect a business
arrangement, although we understand that the HHS-OIG is of the view that an arrangement that does not meet the requirements of a
safe harbor cannot satisfy the corresponding statutory exception, if any, under the federal Anti-Kickback Statuite.

Additionally, many states have adopted laws similat to the federal Anti-Kickback Statute. Some of these state prohibitions apply
to referral of patients for healthcare items or services reimbursed by any thlrd-party payer, not only the Medicare and Medicaid
programs, and do not contain identical safe harbors. :

Government officials have focused their Anti-Kickback Statute enforcement efforts relating to drug and device manufacturers,
including False Claims Act (described below) actions on marketing of healthcare services and products, among other activities, and
have brought cases against numerous phaﬂnaceutical and medical device companies, and certain sales and marketing personnel for -
allegedly offering unlawful inducernents to potent1al or existing customers in an attempt to procure their business or reward past
purchases or recommendations. ‘

Another development aﬁ‘ectmg the healthcare industry is the increased use of the federal civil False Claims Act and, in !
particular, actions brought pursuant to the False Claims Act’s “whistleblower” or “qui tam” provisions. The civil False Claims Act
imposes liability on any person or entity who, among other thmgs knowingly presents, or causes to be presented, a false or fraudulent
claim for payment by a féderal healthcare program. The qui tam provisions of the False Claims Act allow a private individual to'bring
civil actions on behalf of the federal government alleging that the defendant has submitted or caused the submission of a false claim o
the federal government, and to share in‘arly monetary recovery. In recent years, the number or suits brought by private individuals has
iricreased dramatically. In addition, various states have enacted false claim laws analogous to the False Claims Act. Many of these' -
state laws apply where a claim is submitted to any third-party payer and not merely a federal healthcare program. -

When an entity is determined to have violated the federal False Claims Act, it may be required to pay. up to threg times the actual
damages sustained by the government, plus civil penalties of $5,500 to $11,000 for each separate false claim. There are many potential
bases for liability under the False Claims Act. Liability arises, primarily, when an entity knowingly submits, or causes another to
submit, a false claim for reimbursement to the federal government. The False Claims Act also has been used to assert liability of the
basis of inadequate care, kickbacks and other improper referrals, improperly reported government pricing metrics such as Best Price or
Average Manufacturer Price, improper use of Medicare reimbursement information when detailing the provider of services, improper
promotion of off-label uses (i.e., uses not expressly.approved by FDA in a drug’s or device’s label), misrepresentations with respect to ,
the services rendered and causing improper claims to be submitted for allegedly unapproved drugs or other products. Our activities
relating to the reporting of discount and rebate information and other information affecting federal, state and third-party,. . |
reimbursement of our products, the sale and marketmg of our ‘products and our service arrangements or data purchases, amgng other,.,
activities, may be subject to scrutiny under these laws. For example, a number of cases brought by local and state government entmes
are pending that allege generally that our wholly owned subsidiary, EPI, and numerous other pharmaceutical companies reported false
pricing information in’'connection with certain drugs that are reimbursable under Medicaid. The cost of defending these cases and any
other actions that may be brought under the False Claims Act ora similar state law, as well as any sanctions imposed, could adversely
affect our financial performance ' -

Also, the Health Insurance Portablhty and Accountablhty Act of 1996, .or HIPAA, created several new federal cnmes, 1pcludmg ,
health care fraud, and false statements relating to health care matters. The health care fraud statute prohibits knowingly and willfully.
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executinig a scheme to defraud any health care benefit program, including private third-party payers. The false statements. statute
prohibits knowingly and willfully falsifying, concealing or covering up a material fact or making any materially false, fictitious or
fraudulent statement in connection with the delivery of or payment for health care benefits, items or services.

In addition, some states have enacted compliance and reporting requirements aimed at drug and device manufacturers. For
example, under California law, pharmaceutical companies must adopt a comprehensive compliance program that is in accordance with
both the April 2003 HHS-OIG Compliance Program Guidance for: Pharmaceutical Manufacturers and the Pharmaceutical Research
and Manufacturers of America Code on Interactions with Healthcare Professionals, or the PARMA Code. The PARMA Code seeks to. -
promote transparency in relationships between health care professionals and the pharmaceutical industry and to require that
pharmaceutical. marketing activities comport with the highest ethical standards. The PhRMA Code contains strict limitations on certain
interactions between health care professionals and the pharmaceutical industry relating to gifts, meals, entertainment and speaker
programs, among others. The AdvaMed Code of Ethics on Interactions with Healthcare Professionals contains similar limitations on
interactions with health care professionals and the medical device industry. Massachusetts and Vermont require drug and device
companies to adopt standards that are in some areas more restrictive than the AdvaMed Code or PhARMA Code, imposing additional
restrictions on the types of interactions that pharmaceutical and medical device companies or their agents (e.g., sales representatives)
may have with health care professionals, including bans or strict limitations on the provision of meals, entertainment, hospitality,
travel and lodging expenses, and other financial suppert, including funding for continuing medical education activities. Some statés,
including Massachusetts, Vermont and Minnesota, also require public reporting of certain payments to physicians and other health care
providers.

The Federal Sunshine Law, which is part of the healthcare reform law, imposes federal “sunshine” provisions, with annual
reporting anticipated to begin in 2014 for various types.of payments to physicians and teaching hospitals, beginning with payments
made in 2013. On February 8, 2013, the Centers for Medicare and. Medicaid Services (CMS) published a long-awaited final rule
implementing the “sunshine” law. Under the final regulations, applicable drug, biological, device, and medical supply manufacturers
are required to report to CMS payments or other transfers of value made to physicians and teaching hospitals, and the regulations also
require the manufacturers and applicable group purchasing organizations (GPOs) to report ownership and investment interests held by
physicians or their immediate family members. The final rule sets forth a reporting progess that permits physicians, teaching hospitals,
and physician owners and invgstors to dispute information reported by applicable manufacturers and GPOs. Under the regulations,
information that is the subject of a dispute not resolved within the initial allotted 60-day review and dispute resolution period willjbe
posted on CMS's public website in the manner in which it was submitted by the manufacturer or GPO, rather than in a manner that
includes.the version provided by the disputing physician, teaching hospital, or physician owner or investor. Under the rule, applicable
manufacturers and GPOs must begin collecting the required data on August 1, 2013, and must submit their first reports to CMS by
March 31, 2014. When fully implemented, failure to comply with required reporting requirements could subject manufacturers and
others to substantial civil money penalties. :

Fmally, our HealthTromcs Inc: subs1d1ary is subject to the federal self—referral prohibition commonly’ known as the Stark Law,
which prohibits a physwlan from making a refprral to an entjty for certain “des1gnated health services” (DHS) reimbursed by
Medicare if the physwxan (or a member of the physwlan s immediate famlly) has a financial relationship with the entity, unless the
relationship meets an exception to the proh1b1t10n and which also prohibits the submlssmn of any claims for reimbursement for
designated health services furnished pursuant to a prohibited referral. These restrictions generally prohibit us from billing for any
DHS furnished by HealthTronics, Inc. to a Medicare beneficiary, when the physician ordering the DHS, or any member of the
physician’s immediate family, has an investment interest in, or compensation arrangement with, HealthTronics, Inc., unless the
arrangement meets an exception to the prohibition. Any person who presents or causes to be presented a claim to the Medicare
program in violation of the Stark Law is subject to civil monétary penalties of up to $15, 000 per bill submission, an assessment of up
to three times the amount of claimiis, and possible exclusion from participation in federal goverm_nental payor programs. Many states
also have self-referral prohibitions which, unlike the Stark Law, are not limited to Medicare patiént referrals. While we have attempted
to comply with the Stark Law and similar state laws, it is possible that some of our financial arrangements with physicians could be
subject to regulatory scrutiny at some point in the future, and we cannot provide an assurance that we will be found to be in
compliance with these laws following any such regulatory review. - ’

‘Healthcare Privacy and Security Laws - .. - -

Our HealthTronics, Inc. subsidiary is a “covered entlty” subject to the admmlstratlve s1mp11ﬁcat10n section of HIPAA, the
Health Information Technology for Economic and Clinical Health Act (HITECH Act) and their implementing regulat1ons (collectlvely,
HIPAA), which establish, among other things, standards for'the privacy, secutity and notification of the security breach of certain-
individually identifiable  health information (protected health information). To the extent that one of our other business units is a
“business associate” because it receives protected health information from a health care provider, health plan or other covered entity to
provide a service on behalf of the covered entity, the business unit is also dlrectly subject to the privacy, security and breach
notification standards and the HIPAA civil and criminal enforcement scheme. As a business associate of a covered entity, we also have
potential contractual liability for privacy, security or breach notification standard violations to the covered entity under a business
associate agreement. HIPAA also limits our ability to use protected health information for certain marketing initiatives and receive
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payments from third parties for marketing initiatives involving protected health information. The HITECH Act, adopted in 2009 as
part of the American Recovery and Reinvestment Act of 2009, commonly referred to as the economic stimulus package, increased the
civil and criminal penalties that may be imposed against covered entities, business associates and possibly other persons, and gave
state attorneys general new authority to file civil actions for damages or injunctions in federal courts to enforce HIPAA and seek
attorney s fees and costs associated with pursuing federal civil actions.

The states also have health information privacy and security’ laws which may be more restrictive of our uses and disclosures of
patient information than HIPAA. While we have attempted to comply with HIPAA and similar state laws, it is possible that some of
our health information management activities could be subject to regulatory scrutiny at some point in the future, and we cannot
provide an assurance that we will be found to be in compliance with all of these laws following any such regulatory review.

Service Agreements

We contract with various third parties to provrde certain cntlcal services including manufacturing, supply, warehousing,
dlsmbutlon customer servrce, certain financial ‘functions, certain research and development activities and medical affairs.

For a complete descrlptlon of our manufacturing, supply and other service agreements see Note 15. Commitments and
Contingencies in the Consolidated Financial Statements, included in Part IV, Item 15. of this report "Exhibits, Financial Statement
Schedules". : : :

Acquisitions, License and Collaboration Agreements

We continue to seek to enhance our product line and develop a balanced portfolio of differentiated products through selective
product acquisitioris and in-licensing, or acquiring'licenses to products, compounds and technologies from third parties or through
company acquisitions. The Company enters into strategic alliances and collaborative arrangements with third parties, which give the
Compaity rights to develop, manufacture, market and/or sell pharmaceutical products, the rights to which are primarily owned by
these third parties. These alliances and arrangements can take many forms, including licensing arrangements, co-development and co-
marketing agreements; co-promotion arrangements, research collaborations and joint ventures. Such alliarices and arrangements
enable us to share the risk of incutring all reséarch and -development expenses that do not lead to revenue-generating products;
however, because profits from alliance products are shared with the counter-parties to the collaborative arrangement, the gross margins
on dlliance products are generally lower, sometimes substantially so, than the gross hargins that could be achieved had the Company
not opted for a development partner. For a full discussion, including agreement terms and status, see our disclosures under Note 7. -
License and Collaboration Agreements in the Consolidated Financial Statements mcluded in Part IV, Item 15. of this report "Exhibits,
Financial Statement Schedules

Envnronmental Matters

Our operations are subject to substantial federal, state and local environmental laws and regulations concerning, among other
matters, the generation, handlmg, storage, transportatron treatment and disposal of, and exposure to, toxic and hazardous substances.
Violation of these laws and regulations, which frequently change, can lead to substantial fines and penalties. Some of our operations
require environmental permits and controls to prevent and limit pollutlon of the environment. We believe that our facilities and the
facilities of our third party service providers are in substantial compliance with applicable environmental laws and regulations and we
do not believe that future compliance will have a material adverse effect on our financial condition or results of operations.

Employees

. As of February 20, 2013, we have 4, 629 ‘employees of which 423 are engaged in research and development and regulatory
work, 1,251 in sales and marketing, 1, 247 in manufactunng, 396 in quality assurance and 1,312 in general and administrative
capacities. Our employees are not represented by unions and we believe that our relations with our employees are good.
Executive Officers of the Registrant

The following table sets forth information as of February 20, 2013 regarding each of our current executive officers:

Name Age Position and Offices

David P. Holveck........... 67  President and Chief Executive Officer and Director

Julie H. McHugh............. 48 Chief Operatlng Officer ,,

Alan G. Levin................. 50 Executive Vice President, Chief Financial Officer

Ivan P. Gergel, M.D....... 52 Executive Vice President, Research and Development and Chief Scientific Ofﬁcer
Caroline B. Manogue...... 44  Executive Vice President, Chief Legal Officer and Secretary

Camille Farhat............... 43 President of American Medical Systems
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Biographies
Our executive officers are briefly described below:

DAVID P. HOLVECK, 67, is President, Chief Executive Officer and a Director of Endo. Prior to joining Endo in April 2008,
Mr. Holveck was President of Johnson & Johnson Development.Corporation and Vice President, Corporate Development of
Johnson & Johnson, a diversified healthcare company, since 2004, Mr. Holveck joined Johnson & Johnson as a Company Group
Chairman in 1999, following the acquisition of Centocor, Inc., a biotechnalogy company, by Johnson & Johnson. Mr. Holveck was
Chief Executive Officer of Centocor, Inc. at the time of the acquisition. Mr. Holveck joined Centocor in 1983 and progressed through
various executive positions. In 1992, he assumed the role of President and Chief Operating Officer and later that year was named
President and Chief Executive Officer. Prior to joining Centocor, he had held positions at General Electric Company, Corning Glass
Works and Abbott Laboratories. Mr. Holveck is a member of the Board of Trustees for The Fund for West Chester University, as well
as the Board of Directors of the Pharmaceutical Research & Manufacturers of America (PhRMA), the University City Science Center
and the Kimmel Center.

On December 12, 2012, the Company announced that Mr. Holveck will retire in 2013 as President and Chief Executive Officer.
On February 25, 2013, the Company announced the appointment of Mr. Rajiv De Silva to the position of President and Chief
Executive Officer of the Registrant, effective March 18, 2013, which will be the effective date of Mr. Holveck's retirement. Mr. De
Silva will also be appointed to the Board effective March 18, 2013, which is the effective date of Mr. Holveck's resignation from the
Board.

JULIE H. MCHUGH, 48, is Chief Operating Officer of Endo Pharmaceuticals. Prior to joining Endo, Ms. McHugh was the
CEO of Nora Therapeutics, Inc., a venture capital-backed biotech company focused on the treatment of infertility disorders. Prior to
joining Nora Therapeutics, she was Company Group Chairman for Johnson & Johnson’s Worldwide Virology Business Unit, which
included oversight of a R&D portfolio including compounds for HIV, Hepatitis C, and Tuberculosis. Prior to her role as Company
Group Chairman, Ms. McHugh was President of Centocor, Inc. a J&J subsidiary. Ms. McHugh received a Bachelor of Science degree
from Pennsylvania State University and her masters of business administration degree from St. Joseph’s University. She currently
serves on the Board of Directors of ViroPharma Inc., the Board of Directors of the Biotechnology Organization (BIO), the Board of
Directors of the New England Healthcare Institute (NEHI), the Board of Visitors for the Smeal College of Business of the
Pennsylvania State University, and the Board of Directors for the Nathaniel Adamczyk Foundation. She is a past Chairman of the
Board of Directors of the Pennsylvania Biotechnology Industry Organization.

ALAN G. LEVIN, 50, was appointed Executive Vice President and Chief Financial Officer in June 2009. Prior to joining Endo,
M. Levin worked with Texas Pacific Group, a leading private equity firm, and one of their start-up investments in Emerging Markets.
Before that, he was Senior Vice President & Chief Financial Officer of Pfizer, Inc. where he worked for 20 years in a variety of
executive posmons of increasing responsibility, including Treasurer and Senior Vice President of Finance & Strategic Management for
the company’s research and development organization. He received a bachelor’s degree from Princeton University and a master’s
degree from New York University’s Stern School of Business. Mr. Levin is a certified public accountant. He is a member of the
Advisory Board of Celtic Therapeutics, a private equity fund.

IVAN P. GERGEL, M.D., 52, was appointed Executive Vice President, Research & Development and Chief Scientific Officer in
April 2008. Prior to joining Endo, Dr. Gergel was Senior Vice President of Scientific Affairs and President of the Forest Research
Institute of Forest Laboratories Inc. Prior to that, Dr. Gergel served as Vige President and Chief Medical Officer at Forest and
Executive Vice President of the Forest Research Institute. He joined Forest in 1998 as Executive Director of Clinical Research
following nine years at SmithKline Beecham, and was named Vice President of Clinical Development and Clinical Affairs in 1999.
Dr. Gergel received his M.D. from the Royal Free Medical School of the University of London and an MBA from the Wharton
School. Dr. Gergel is a member of the Board of Directors of Pennsylvania BIO, a member of PhARMA’ s Scientific and Regulatory
Executive Committee, as well as a member of the Board of Directors of the PARMA Foundation.

CAROLINE B. MANOGUE, 44, has served as Endo’s Executive Vice President, Chief Legal Officer and Secretary since 2004.
Prior to joining Endo in 2000 as Endo’s Senior Vice President, General Counsel and Secretary, she practiced law in the New York
office of the law firm Skadden, Arps, Slate, Meagher & Flom LLP, where she specialized in mergers & acquisitions, securities and
corporate law. At Endo, she is responsible for all aspects of the company’s legal function, including securities law, litigation,
government affairs, intellectual property and commercial law, as well as overseeing compliance with current laws and existing
pharmaceutical company guidelines relating to, among other things, clinical, sales and marketing practices. In her capacity as
Secretary, she is responsible for corporate governance matters and reports directly to the Board of Directors. Ms. Manogue received
her J.D. from Fordham Law School and her B.A. cum laude from Middlebury College. She is the 2011-2012 Chairperson of the
PhRMA Law Section, a member of the Board of Trustees of the Healthcare Institute of New Jersey (HINJ) and a member of HINJ’s
Finance and Audit Committee.

CAMILLE FARHAT, 43, joined Endo in September 2012 as President of AMS, Inc., a world leader in developing and delivering
medical devices and procedures to treat patients with pelvic health conditions. Mr. Farhat brings broad global experience from
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assignments in 10 countries and nine industries over 22 years. He is a business executive with a track record of revitalizing, turning . -
around, and profitably growing businesses. Before joining Endo, Mr. Farhat held the position of General Manager of Baxter
Pharmaceuticals & Technologies (BPT). Camille joined Baxter in February 2006 as General Manager of Global Infusion Systems.
Prior to Baxter, Mr. Farhat was with Medtronic where he held the position of Vice President of Business Development after he was
Global General Manager of Medtronic's Gastroenterology and Urology division. He spent’ 13 years with General Electri¢ (GE) where
he gained broad executive'experience with assignments in many businesses, geographies, and functional areas, leading up to-his final
role with the company as General Mandger for the Computed Tomography (CT) business. He holds a Master of Business
Administration from Harvard University, a degree in Europeani Union Studies from Institut National d'Etudes Politiques de Paris, and
a Bachelor of Sc1ences (summa cum laude) in International Finance and Accounting from Northeastern University.

We have employment agreements thh each of our executive officers.

Available Information

Our internet address is http://www.endo.com. The contents of our website are not part of this Annual Report on Form 10-K, and
our internet address is included in this document as an inactive textual reference only. We make 6tr Annual Reports on Form 10-K,
Quarterly Reports on Form '10-Q, Current Reports on Form 8-K and all amendments to those reports available free of charge on our
website as soon as reasonably practicable after we file such reports with, or furnlsh such reports to, the Securities and Exchange
Commission.

You may also read and copy any materials we file with the SEC at the SEC’s Public Reference Room that is located at 100 F
Street, N.E., Room 1580, NW, Washington, DC 20549. Information about the operation of the Public Reference Room can be obtained
by calling the SEC at 1-800-SEC-0330 or 1-202-551-8090. You can also access our filings through the SEC’s internet site: -
www.sec.gov (intended to be an inactive textual reference only).

Item 1A, Risk Factors

We face intense competition, in particular from companies that develop rival products to our branded pharmaceutical
products and from companies with which we compete to acquire rights to intellectual property assets.

The pharmaceutical industry is intensely competitive, and we face competition across the full range of our activities. In addition
to product safety, development and efficacy, other competitive factors in the branded pharmaceuticals market include product quality
and price, reputation, service and access to scientific and technical information. If we fail to compete successfully in any of these
areas, our business, results of operations, financial condition and cash flows could be adversely affected. Our competitors include
many of thé major brand name and generic manufacturers of pharmaceuticals, especially those doing business in the U.S. In the
market for branded pharmaceuticals, our competitors, including Abbott Laboratories, Johnson & Johnson, Pfizer, Inc., Purdue Pharma,
L.P, Allergan, Inc. and Watson Pharmaceliticals, Inc., vary depénding on product category, product dosage strength and drug-delivery
systems. It is possible that developments by our competitors will make our products or techhologies uncompetitive or obsolete.
Because we are smaller than some of our national competitors in the branded pharmaceuticals sector, we may lack the ﬁnanc1a1 and
other resources needed to maintain our profit margins and market share in this sector.

The intensely competitive environment of the branded products bus1ness requires an ongoing, extensive search for medical and
technological innovations and the ability to market products effectively, mcludmg the ability to communicate the effectiveness, safety
and value of branded products for'their intended uses to healthcare professionals in private practice, group practices and managed care
organizations. There can be no assurance that we will be able to successfully develop medical or technological innovations or that we
will be able to effectively market our existing branded products or new products we develop.

Our branded products face competition from generic versions. Generic versions are generally significantly cheaper than branded
versions and, where available, may be required or encouraged in place of the branded version under third party reimbursement
programs, or substituted by pharmacies for branded versions by law. The entrance of generic competition to our branded products
generally reduces our market share and advetsely affects our profitability and cash flows. Generic competition with our branded
products has had and will continue to have a material adverse effect on the net sales and profitability of our branded products.

In addition to our in-house research and development efforts, we seek to acquire rights to'new intellectual property through
corporate acquisitions, asset acquisitions, licensing and joint venture arrangements. We compete to acquire the intellectual property
assets that we require to continue to develop and broaden our product range. Competitors with greater resources may acquire assets
that we seek, and even where we are successful, competition may increase the acquisition price of such assets or prevent us from
capitalizing on such acquisitions or licensing opportunities. If we fail to compete successfully, our growth may be limited.
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If generic manufacturers use litigation and regulatory means to obtain approval for generic versions of our branded drugs,
our sales may suffer.

Under the Hatch-Waxman Act, the FDA can approve an ANDA for a generic bjoequivalent version of a previously approved
drug, without undertaking the full clinical testing necessary to obtain approval to market a-new drug. In place of such:clinical studies,
an ANDA applicant usually needs only to submit data demonstratmg that 1ts generlc produét 1s bloequlvalent to the branded product.

The Hatch-Waxman Act requires us to substiit patient mformaﬁon for all our Umnded drm ‘Where an applicant for a drug relies,
at least in part, on the data we submit for one of our drugs, the Hatch—Waxman act requires the applicant to notify us of their
application and potential 1nfr1ngement of our patent rights. Upon receipt of this notice we have 45 days to bring a patent infringement
suit in federal district court against the applicant seeking approval of a generic equivalent of a product covered by one of our patents.
If such a suit is commenced, the FDA is generally prohibited from granting approval of the ANDA until the earliest of 30 months from
the date the FDA accepted the application for filing, the conclusion of litigation in the generic applicant’s favor, or the expiration or
invalidity of the patent(s). Frequently, the unpredictable nature and significant costs of patent litigation leads the parties to settle to
remove this uncertainty. Settlement agreements between branded companies and generic applicants may allow, among other things, a
generic product to enter the market prior to the expiration of any or all of the applicable patents covering the branded product, either
through the introduction of an authorized generic or by providing a license to the applicant for the patents in suit.

In recent years, various generic manufacturers have filed ANDAs seekmg FDA approval for generic versions of certain of the
Company's key pharmaceutlcal products, including but not limited to Lidoderm® and both the original and crush-resistant
formulations of Opana® ER. In connection with such filings, these manufacturers have challenged the validity and/or enforceability of
one or more of the underlying patents protecting our products. It has been and continues to be our practice to vigorously defend and
pursue all available legal and regulatory avenues in defense of the intellectual property rights protecting our key products. As a result,
there are currently ongoing legal proceedings brought by the Company and/or its subsidiaries, and in certain cases its third party
partners, against manufacturers seeking FDA approval for generic versions of the Company's products.

Despite our efforts to defend our products, litigation is 1nherently uncertain, and we cannot predict the timing or outcome of our
efforts. If we are not successful in defending our intellectual property rights or opt to settle, or if a product's marketing exclusivity
rights expire or become otherwise unenforceable, our competitors could ultimately launch generic versions of our products, which
could significantly decrease our revenues and could have a material adverse effect on our business, results of operatlons financial
condition and cash flows as well as our stock price. Due in large part to the materiality of our revenues from, leoderm , Opana® ER
and Voltaren® Gel (for which our marketing exclusivity rights expired in Qctober 2010), as well as the fact that multxple ANDASs have
been filed for Lidoderm® and both the original and crush-resistant formulations of Opana® ER, we believe our most significant risks
from generlc competition relate to these products. Additionally, although we no longer market the non-crush resistant formulation of
Opana ER, generic versions of this formulation are commercially avaxlable, which have resulted and may continue to result in
reduced sales of our crush-resistant formulation. For a complete descrlptlon of the related legal proceedings, see Note 15.
Commitments and Contingencies in the Consolidated Financial Statements, included in Part IV, Item 15. of this report "Exhibits,
Financial Statement Schedules".

Lidoderm® accounted for 31% of our total revenues in 2012, 30% in 2011 and 46% in 2010. Opana ER accounted for 10% of
our total revenues in 2012, 14% in 2011 and 14% in 2010. Voltaren® Gel accounted for 4% of our total revenues in 2012, 5% in 2011
and 6% in 2010. Although these percentages have generally decreased in recent years as a result of stratggic acquisitions and organic
growth of our Endo Pharmaceuticals product portfolio, these products continug to represent significant percentages of our total
revenues. Upon a launch of a generic version of Lidoderm®, which we now expect will occur in September 2013 pursuant to our
settlement agreement with Watson, our revenues from leoderm would decrease significantly, and these revenues could decrease -
further should one or more additional generic versions launch. Impax's recently launched genesic version of the non-crush resistant
formulation Opana® ER adversely affected our results of operations since its launch on January 2, 2013 and will likely continue to do
so in the future. Should additional generic competition enter the market for either formulation of Opana® ER, our revenues from
Opana® ER could decrease fuﬂher Similarly, the launch of a generic version of Voltaren® Gel or any of our other products could
negatively affect that product's revenues. Decreases in revenue related to generic competition could have a material adverse effect on
our business, results of operatlons financial condition and cash ﬂows as well as our stock price.

Patent litigation, which is often time-consuming and expensive, could have a materlal adverse effect on our busmess, results of
operations, ﬁnanclal condltion and cash flows.

The discovery, trial and appeals process in patent litigation can take several years. Regardless of FDA approval, should we
commence a lawsuit against a third party for patent infringement or should there be a lawsuit commenced against us with respect to
any alleged patent infringement by us, whether because of the filing of an ANDA or otherwise, the time and cost of such litigation as
well as the ultimate outcome of such litigation, if commenced, whether or not we are successful, could have a material adverse effect
on our business, results of operations, financial condition and cash flows.
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We may be the subject-of product liability claims-or product recalls, and we may be unable to ubtain or maintain insurance
adequate to cover potential liabilities. :

Our business exposes us'to potential liability rigks that arise from the testing, manufacturing, marketing and sale of our products.
In addition to direct expenditures for damages, settlement and defense costs, there is a.possibility of adverse publicity as a result of
product liability claims. Product liability is a significant.commercial risk for us: Some plaintiffs have received substantial damage
awards in some jurisdictions against pharmaceutical and/or medical device companies based upon claims for injuries allegedly caused
by the use of their products. In addition, in the dge of social media, plaintiffs' counsel now have a wide variety of tools to advertise
their services and solicit new clients for litigation. Thus, we could expect that any significant products liability litigation or mass tort
in which we are a defendant will have a larger humber of plaintiffs than such actions have seen historically because of the increasing
use of wide-spread and media-varied advertlsmg In addition, it may be necessary for us to voluntarily or mandatorily recalf or
withdraw products that do not meet approved specifications or which subsequent data demonstrate may be unsafe or 1neﬁ'ect1ve which
would also result in adverse pub11c1ty as well as in costs connected to the recall and loss of revenue.

Qualitest Pharmaceuticals and, in certain cases, the Company -and certain of our other subsidiaries, along with several other
pharmaceutical manufacturers, have been named as defendants ih a number of cases filed in various state and federal courts that allege
plaintiffs experienced injuries as a result of using the prescription medicine metoclopramide. Qualitest Pharmaceuticals and, in certain
cases, the Company and certain of our other subsidiaries are also named as defendants in cases that have been filed in various state and
federal courts that allege plaintiffs experienced i injuries as 4 result of using prescription medications containing propoxyphene, which
has been manufactured and marketed by Qualitest Pharmaceuticals as well as other manufacturers. We may be subject to liabilities
arising out of these cases, and are responsible for the cost of managing these cases. We intend to contest all of these cases vigorously.
Additional litigation similar to that des¢ribed above may al$o be brought by other plaintiffs in various jurisdictions with respect to
metoclopramide, propoxyphene-containing prescription medications or other products in the future. However, we cannot predict the
timing or outcome of any such litigation, or whether any such litigation will be brought against us and/or Qualitest Pharmaceuticals.
Subject to certain terms and conditions, we will be'indemnified by the former owners of Qualitest Pharmaceuticals with respect to,
among other things, metoclopramide and propoxyphene 11t1gat10n arising out of the sales of the product by Qualitest Pharmaceyticals
between January 1, 2006 and November 30, 2010, the date on which the acquisition was completed, subject to an overall liability cap.

Also, Qualitest Pharmaceuticals and, in certain cases, the Company and certain of our other subsidiaries, have been named as
defendants in lawsuits that were filed afer the September 2011 recall of several lots of Qualitest Pharmaceuticals’ oral contraceptive
products in which the plaintiffs seek out-of-pocket losses, medical expenses, and other damages associated with the alleged failure of
these products. Three of these lawsuits sought certification of a nationwide class of all patients who used the recalled products. We
have successfully defeated certificatioh of such a class in two of these cases. The issue of whether a class will be certified in the third
matter has not yet been resolved. We may be subject to liabilities arising out of these cases, and are responsible for the cost of '
managing these cases. We intend to contest all of these cases vigorously. Additional litigation similar to that described above may also
be brought by other plaintiffs in various jurisdictions, ‘though given the date of the recall and the fact that these products are taken on a
monthly basis, we believe the likelihood that additional cases will be filed in the future is remote.

We cannot assure you that a product liability claim or series of claims brought against us would not have a material adverse
effect on our business, financial condition, results of operations and cash flows. If any claim is brought against us, regardless of the
success or failure of the claim, we cannot assure you that we will be able to obtain or maintain product liability insurance in the future
on ac(:eptable terms or with adequate coverage against potential liabilities or the cost of arecall. Addmonally, we may be hmlted by
the surviving insurance policies of our acqulred subs1d1ar1es

Mesh litigation and FDA actions in colmectlon with transvaginal mesh may continue to adversely affect sales of our female
incontinence and pelvic floor repair products and the expense or potehtlal llabllltles of that litigation may exceed our current
insurance eoverage. :

As prev1ously discussed, there have been FDA actlons to continue to advise the publlc and medical community regardlng
potential complications associated with transvagmal placement of surgical mesh to treat pelvic organ prolapse (POP) and stress
urinary incontinence (SUI). Addltlonally, AMS Inc. and, in certain cases, the Company or certain of its other subsidiaries, have been
named as defendants in multiple lawsuits in various federal and state courts alleging personal injury resultmg from use of transvaginal
surgical mesh products designed to treat POP, and SUL Plaintiffs in these suits allege various personal injuries including chronic pam,h
incontinence and inability to control bowel function, and permanent deformities. On February 7, 2012, the U.S. Judicial Panel on
Multidistrict Litigation issued an order to consolidate and transfer certain of these claims filed against AMS Inc. in various federal
courts to the Southern Distri¢t of West Virginia as MDL 2325. We may be subject to liabilities arising out of these cases, and are
responsible for the cost of managing these cases. We 1nt‘end to contest all of these cases vigorously but will also explore all options as-
appropriate in the best interests of the Company. "However, there can be no assurance that our defense will be successful, and any
defense may result in 51gn1ﬁcant expense and divert managément's attention from our business. We believe it is reasonably possible
that the outcomes of such cases could result in losses in excess of insurance reimbiirsement levels that could have a material adverse
effect on our business, financial condition, results of operations and cash flows.

‘“
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We believe that the significant increase in the number of lawsuits filed against AMS and/or the Company concerning
transvaginal mesh devices may have contributed to recent declines in our AMS segment's women's health revenue. This litigation and
any additional action on the part of the FDA may negatively affect revenue in our AMS segment's women's health line in the future.
We cannot predict the extent to which these developments could result in future decreases in the number of surgical procedures using
surgical mesh. Future decreases in the number of surgical procedures using surgical mesh may adversely affect sales of our female
incontinence and pelvic floor repair products. :

In addition, we have been contacted regarding a civil investigation that has been initiated by a number of state attorneys general
into mesh products, including transvaginal surgical mesh products designed to treat pelvic organ prolapse and stress urinary
incontinence. We have not yet received a subpoena relating to this investigation, and at this time, we cannot predict or determine the
outcome of this investigation or reasonably estimate the amount or range of amounts of fines or penalties, if any, that might result
from a settlement or an adverse outcome from this investigation.

Most of our total revenues come from a small numi)er of products.

The following table provides a breakdown of our revenues for the years ended December 31 (dollars in thousands). We have
retrospectively revised the segment presentation for all periods presented reflecting the change from three to four reportable segments.

2012 2011 . 2010
; $ % $ % - $ %
Lidoderm®..........o.orvverrerrreserrenenen. $ 947,680 31 § 825,181 30§ 782,609 46
Opana® ER ...........coovverrrrerreeerrnnnnn. 299,287 10 384,339 14 239,864 14
Volaren® Gel.......ccoocoveverereceserieen 117,563 4 142,701 5 104,941 6
Pe;gocet®.................................., ....... 103,406 3 104,600 4 121,347 7
FIOVA® ..o evereeresesesesesennes 61,341 2. 58,180 2 59,299 3
Supprelin® LA .........coooervvereerrrnnann. 57,416 2 50,115 2 46,910 3
Other brands.............cccoovveerrreerreenerene 91,291 3 92,651 3 112,602 7
Total Endo Pharmaceuticals*..... § 1,677,984 55 $ 1,657,767 61 $ 1,467,572 86
QUAIHESt covveeeoeeeeeeeerieeeeerreeeneneneee 633,265 21 566,854 21 146,513 9
AMS....oorcirienesiesivenssesesssesesens 504,487 17 300,299 11 — —
HealthTronics.........ccooevvevenenines 211,627 7 205,201 8 102,144 6
Total revenues™ ..........cco.ovvvnrinnnnen. $ 3,027,363 100 $ 2,730,121 100 $ 1,716,229 100

* Pergentages may not add due to rounding.

If we are unable to continue to manufacture or market any of our products, if any of them were to lose market share, for
example, as the result of the entry of new, competitors, particularly companies producing generic versions of branded drugs, or if the
prices of any of these products were to decline significantly, our total revenues, profitability and cash flows would be materially
adversely affected

Our ability to protect and mamtam our proprletnry and llcensed third party technology, which is vital to our business, is-
uncertain. :

Our success, competltlve posmon and future income w111 depend in part on our ability to obtain patent protection relating to the
technologies, processes and products we are curren’tly developmg and those we may develop in the future. Our policy is to seek patent
protection for technologies, processes and products we own and to enforce the intellectual property rights we own and license. We
cannot assure you that patent applications we submit and have submitted will result in patents being issued. If an invention quahﬁes as
a joint invention, the _]omt inventor or his or her employer may have rights in the invention. We cannot assure you that a third party
will not infringe upon, design around or develop uses not covered by any pétent issued or licensed to us or that these patents will
otherwise be commercially viable. In this regard the patent pos1t10n of ‘pharmaceutical compounds and compositions is particularly
uncertain. Even issued patents may later be modified or revoked by the U.S. Patent and Trademark Office, or PTO, by analogous
foreign offices or in legal proceedings. Moreover, we believe that obtaining foreign patents may be more difficult than obtamlng
domestic patents because of differences in patent laws and, accordingly, our patent position may. be stronger in the U.S. than abroad.
Foreign patents may be more difficult to protect and enforce and/or the remedies available may be less extensive than in the U.S.
Various countries limit the subject matter that can be patented and limit the ability of a patent owner to enforce patents in the medical
field. This may limit our ability to obtain or utilize certain of our patents internationally. Because unissued U.S. patent applications are
typically not published for,a period of eighteen months and U.S. patent applications filed prior to November 29, 2000 are not disclosed
until such patents are issued, and since publication of discoveries in the scientific or patent literature often lags behind actual ~ , |
discoveries, we cannot be certain that we were the first creator of the inventjons covered by our pending patent applications or the first
to file patent applications on those inventions. Several drug companies and research and academic institutions have developed
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technologies, filed patent applications or received patents for technologies that may be related to our business. Others may file patent
applications'and may receive patents that may conflict with patents or patent applications we have obtained or licensed, either by
claiming the same methods or compounds or by claiming methods or compounds that could dominate those owned by or licensed to
us. We cannot assure you that any of our pending patent applications will be allowed, or, if allowed, whether the scope of the claims
allowed will be sufficient to protect our products. Litigation to establish the validity of patents, to defend against patent infringement .
claims of others and to assert patent infringement claims against others can be expensive and:time-consuming even if the outcome is
favorable to us. If the outcome is unfavorable to us, this could have a material adverse effect on our business. We have taken and may,
in the future, take steps to enhance our patent protection, but we cannot assure you that these Steps will be successful or that, if
unsuccessful, our patent protectlon will be adequate

We also rely on t,rade secrets, know-how, continuing technologlcal innovations and licensing opportunities to develop and
maintain our competitive position. We attempt to protect our proprietary technology in large part by confidentiality agreements with
our employees, consultants and other contractors. We cannot assure you, however, that these agreements will not be breached, that we
would have adequate remedies for any breach, that these agreements will be enforceable, or that competitors'will not gain access to, or
independently discover, our trade secrets. We cannot assure you that others will not independently develop substantially equivalent
proprietary informatien or be issued patents that may prevent the sale of our products er know-how or require licensing and the
payment of significant fees or royalties by us in order to produce our products. Costly and time-consuming litigation could be
necessary to enforce and determine the scope of our proprietary rights, and failure to obtain or maintain trade secret protection could
adversely affect our competitive business position. Moreover, we cannot assure you that our technology does not infringe upon any
valid claims of patents that other parties own.

We license certain of our material technology and trademarks from third parties, including patents related to Lidoderm® from
Teikoku and Hind Health Care, Inc. (Hind). We cannot guarantee that such licenses will be renewed at the expiration of their term, if
subject to renewal, or that the licensors will not exercise termination rights in connection with those licenses. The loss of any of our
material licenses may have a material adverse effect on our business.

In the future, if we were found to be infringing on a patent owned by a third party, we might have to seek a license from such
third party to use the patented technology. We-cannot assure you that, if required, we would be able to obtain such a license on terms
acceptable to us, if at all. If a third party brought a legal action against us or our licensors, we could incur substantial costs in
defending ourselves, and we cannot assure you that such an action would be resolved in our favor. If such a dispute were to be
resolved against us, we could be subject to significant damages, and the testing, manufacture or sale of one or more of our
technologies or proposed products, if developed, could be enjoined.

We cannot assure you as.to the.degree of protection any patents will afford, whether the PTO will issue patents or whether we
will be able to avoid violating or infringing upon patents issued to others or that others will not manufacture and distribute our
patented products upon expiration of the applicable patents. Though we enter into confidentiality agreements and non-compete
agreements, these agreements may be of limited effectiveness, and therefore it may be difficult for us to protect our trade secrets.

We may incur significant liability if it is‘ determmed that we are promotmg or have in the past promoted the “off-label” use of
drugs or medical devices. '

Companies may not promote drugs or medical devices for “off-label” uses — that is, uses that are not described in the product’s
labeling and that differ from those that were appraved or cleared by the FDA. Under what is known as the “practice of medicine,”
physicians and other healthcare practitioners may prescribe drug products and use medical devices for off-label or unapproved uses,
and such uses are common across some medical specialties. Although the FDA does not regulate a physician’s choice of medications,
treatments or product uses, the FFDCA, and FDA regulations significantly restrict permissible communications on the subject of off-
label uses of drug products and medical devices by pharmaceutical and medical device companies. The FDA, FTC, OIG of the
Department of HHS, the Department of Justlce (DOJ) and various state Attorneys General actively enforce laws and regulations that
prohibit the promotion of off-label uses. A company that is found to have improperly promoted off- label uses may be subjectto
significant liability, 1nc1ud1ng civil fines, criminal fines and penalt;es civil damages and exclusion from federal funded healthcare
programs such as Medicare and Medicaid as well as potential liability under the federal False Claims Act and state false claims acts.
Conduct giving rise to such liability could also form the basis for prlvate civil htlgatlon by th1rd-party payors or other persons
allegedly harmed by such conduct.

Notwithstanding the regulatory restrictions on off-label promotion, the FDA’s regulations and judicial ‘case law allow companies
to engage in some forms of truthful, non-misleading, and non-promotional speech concerning the bff-label uses of their products. The
Company has endeavored to establish and implement extensive compliance programs in order to instruct employées on complying
with the relevant advertising and promotion legal requirements. Nonetheless, the FDA, HHS-OIG, the DOJ and/or the state Attorneys
‘General, and qui tam relators may take the position that the Company is hot in compliance with such requirenents, and, if such non-
compliance is proven, we may be subject to significant liability, including administrative, civil and criminal penalties and ﬁnes In
addltlon our management s attention could be diverted from our bhsmess operatlons and our reputatlon could be damaged. -
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We have significant goodwill and other intangible assets. Consequently, potential impairment of goodwill and other intangibles
may significantly impact our profitability.

Goodwill and other intangibles represent a significant portion of our assets. As of December 31, 2012 and 2011, goodwill and
other intangibles comprised approximately 63% and 69%, respectively, of our total assets. Goodwill and other intangible assets are
subject to an impairment analysis whenever events or changes in circumstances indicate the carrying amount of the asset may not be
recoverable. Additionally, goodwill and indefinite-lived assets are subject to an impairment test at least annually. The procedures and
assumptions used in our goodwill and indefinite-lived intangible assets impairment testing, and the results of our testing, are discussed
in Part I, Item 7. of this report "Management's Discussion and Analysis of Financial Condition and Results of Operations" under the
captions "CRITICAL ACCOUNTING ESTIMATES" and "RESULTS OF OPERATIONS".

Events giving rise to impairment of goodwill or other intangible assets are an inherent risk in the pharmaceutical and medical
device industries and cannot be predicted. As a result of the significance of goodwill and other intangible assets, our results of
operations and financial position in a future period could be negatively impacted should an impairment of our goodwill or other
intangible assets occur.

We may incur liability if our support of continuing medical or health education programs and/or product promotions are
determined, or are perceived, to be inconsistent with regulatory requlrements '

Product promotion educational activities, support of continuing medical education programs, and other interactions with health
care professionals must be conducted in a manner consistent with the FDA regulations and the Anti-Kickback Statute (described
below). The FDA has stated that it will provide further guidance to industry on advertising and promotion regulation. In this regard, in
December 2011, the FDA issued a draft guidance document on responding to unsolicited requests for off-label information about a
drug or device, which suggests limits on a company's ability to respond, and in March 2012 issued a draft guidance on pre-
dissemination review of direct-to-consumer TV advertising. These and other statements of the FDA interpreting the FFDCA and the
FDA's regulatory authority may place further limits and restrictions on the advertising of our products. Although we endeavor to
follow the applicable requirements, should it be determined that we have not appropriately followed the requirements, the government
may initiate an action against us which may result in significant liability, including administrative, civil and criminal sanctions. Such
penalties could have a material adverse effect on our business, financial condition, results of operations and cash flows. In addition,
management’s attention could be diverted and our reputation could be damaged.

We are sub]ect to vanous regulatlons pertalnlng to the marketing of our products and serwces

. We are subject to various federal and state laws pertaining to healthcare fraud and abuse, 1nclud1ng prohibitions on the offer of
payment or acceptance of kickbacks or other remuneration for the purchase of our products and services, including mducements to
potential patients to request our products and services. Spec1ﬁca11y, the federal Anti-Kickbagk Statute prohibits persons or entities
from knowingly and willfully soliciting, receiving, offering or providing remuneration, directly or indirectly, to induce either the
referral of an individual, or the furnishing, recommending, or arranging for a good or service, for which payment may be made under a
federal healthcare program such as the Medicare and Medicaid programs. Due to recent legislative changes, violations of the Anti-
Kickback Statute also carry potential federal False Claims Act liability. Because of the sweeping language of the federal Anti-
Kickback Statute, many potentially beneficial business arrangements would be prohibited if the statute were strictly applied. To avoid
this outcome, the Department of Health and Human Services’ Office of Inspector General has published regulations — known as “safe
harbors”— that identify exceptions or exemptions to the statute’s prohibitions. Arrangements that do not fit within the safe harbors are
not automatically deemed to be illegal;:but must be evaluated on a case-by-case basis for compliance with the statute. Additionally,
many states have adopted laws similar to the federal Anti-Kickback Statute. Some of these state prohibitions apply to referral of
patients for healthcare items or services reimbursed by any thlrd-party payer, not only the Medicare:and Medicaid programs, and do
not contain identical safe harbors. }

Also, our HealthTronics sub51d1ary is subject to. the federal self-referral prohibition commonly known as the Stark Law, which
prohibits a physician from making a refcrral to an entity for certain “designated health services” (DHS), reimbursed by Medicare if the
physician (or a member of the physman s immediate family) has a financial relationship with the entity, unless the relationship meets
an exception to the prohibition, and which also prohibits the submission of any claims for reimbursement for designated health
services furmshed pursuant to a prohibited referral. These restrictions generally prohibit us from billing for any DHS furnished by
HealthTronics, Inc. to a Medicare beneficiary, when the physician ordering the DHS, or any member of the physician’s immediate
family, has an investment interest in, or compensation arrangement with HealthTronics, Inc., unless the arrangement meets an
exception to the prohibition. Any person who presents or causes to be presented a claim to the Medicare program in violation of the
Stark Law is subject to civil monetary penaltles of up to $15,000 per bill submission, an assessment of up to three times the amount
claimed, and possible exclusion from participation in federal governmental payor programs. Many states also have self-referral
prohlbmons which, unlike the Stark Law, are not limited to Medicare patient referrals. While we have attempted to comply with the
Stark Law and similar state laws, it is possible that some of our financial arrangements with physicians could be subject to regulatory
scrutiny at some point in the future, and we cannot assure you that we will be found to be in compliance with these laws following any
such regulatory review.
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We seek to comply with these laws and to fit our relationships with customers and other referral sources withiin one of the
defined “safe harbors.” We are unaware of any violations of these laws. However, due to the breadth of the statutory provisions and
the absence of uniform guidance in the form of regulations or court decisions, there can be no assurance that our practices will not be
challenged under anti-kickback or similar laws. Violations of such restrictions may be punishable by civil and/or criminal sanctions,
including fines and civil monetary penalties, as well as the pqssibility of exclusion from participation in U.S. federal and state
healthcare programs (including Medicaid and Medicare). Any liability from such a violation could have a material adverse effect on
our business, financial condition, results of operations and cash flows.

In addition, the FDA has the authority to regulate the claims we make in marketiig our prescription drug and medical device
products to provide that such claims are true, not misleading, supported by scientific evidence and consistent with the product’s
approved or cleared labeling. Failure to comply with FDA requirements in this regard could result in, among other things, suspensions
or withdrawal of approvals, product seizures, injunctions against the manufacture, holding, distribution, marketing and sale of a
product, and civil and criminal sanctions.

Also, the federal False Claims Act prohibits persons from knowingly filing, or causing to be filed, a false claim to, knowingly
concealing or knowingly and improperly avoiding or decreasing an obligation to pay or transmit money or property to, or the knowing
use of false statements to obtain payment from, the government. When an entity is determined to have violated the False Claims Act, it
may be required to pay up to three times the actual damages sustained by the government, plus civil penalties for each separate false
claim. Various states have also enacted laws modeled after the federal False Claims Act. Private whistleblower plaintiff’s and federal
and state authorities recently have brought actions against drug and device manufacturers alleging that the manufacturers’ activities
constituted causing healthcare providers to submit false claims, alleging that the manufacturers themselves made false or misleading
statements to the federal government, alleging that the manufacturers improperly promoted their products for “off-label” uses not
approved by the FDA, or offered inducements to referral sources that are prohibited by the federal Anti-Kickback Statute, and alleging
that the manufacturers caused improper claims to be submitted for allegedly unapproved drugs or other products. To the ‘extent we
become the subject of any such investigations or litigation, it could be time-consuming and costly to us and could have a material
adverse effect on our business. In addition, if our activities are found to violate federal or state False Claims Act statutes, it could have
a material adverse effect on our business, financial conditions, results of operations and cash flows. :

Many of our core products contain narcotic ingredients. As a result of reports of misuse or abuse of prescription narcotics, the
sale of such drugs may be subject to new regulation, including the development and implementation of REMS, which may
prove difficult or expensive to comply with, and we and other pharmaceutical companies may face lawsuits.

Many of our core products contain natcotic ingredients. Misuse or abuse of such drugs can lead to physical or other harm. For
example, in the past, reportedly widespread misuse or abuse of OxyContifi®, a product of Purdue Pharma L.P., or Purdue, containing
the narcotic oxycodone, resulted in the strengthening of warnings on its labeling. In addition, we believe that Purdue, the manufacturer
of OxyContin®; faces or did face numerous lawsuits, including class action lawsuits, related to OxyContin® misuse or abuse. We may
be subject to litigation similar to the OxyContin® suits related to any narcotic-containing product that we market.

The FDA or the DEA may impose new regulations concerning the manufacture, storage, transportation, scheduling and sale of
prescription narcotics. Such regulations may include new labeling requirements, the development and implementation of formal Risk
Evaluation and Mitigation Strategy (REMS), restrictions on prescription and sale of these products and mandatory reformulation of
our products in order to make abuse more difficult. On September 27, 2007, Congress passed legislation authorizing the FDA to
require companies to undertake post-approval studies in order to assess known or signaled potential serious safety risks and to make
any labeling changes necessary to address safety risks. Congress:also empowered the FDA to require companies to formulate REMS
to confirm a drug’s benefits outweigh its risks. On April 19, 2011, the FDA issued letters to:manufacturers of long-acting and -
extended-release opioid drug products requiring them to develop and submit to the FDA a post-market REMS plan to require that
training is provided to prescribers of these products, and that information is provided to prescribers that they can use in counseling
patients about the risks and benefits of opioid drug use. We received a REMS notification letter from the FDA to develop the REMS
education and training program for prescribers for our Opana® ER, morphine sulfate ER, and oxycodone ER drug products. On
December 9, 2011, the FDA approved our interim REMS for Opana® ER, which was subsequently superseded by the class-wide -
extended-release/long-acting REMS approved on July 9, 2012. The goal of this REMS is to rediice serious adverse outcomes resulting
from inappropriate prescribing, misuse and abuse of extended-release or long-acting opioid analgesics while maintaining patient
access to pain medications. The REMS includes a Medication Guide, Elements to Assure Safe Usé and annual REMS Assessment
Reports. The Obama administration has also released a comprehensive action plan to reduce prescription drug abuse, which may '
include proposed legislation to amend existing controlled substances laws to require health care practitioners who request DEA
registration to prescribe controlled substances to receive training on opioid prescribing prattices as a condition of registration. In
addition, state health departments and boards of pharmacy have authority to regulate distribution and may modify their regulations
with respect to prescription narcotics in an attempt to curb abuse. In either case, any such new regulations or requirements may be
difficult and expensive for us to comply with, may delay our introduction of new ‘products, may adversely affect our total tevenues and
may have a ‘material adverse effect on our business, results of operations, financial condition and cash flows. ' ' :
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The pharmaceutical and medical device industry is heavily regulated, which creates uncertainty about our ability to bring new
products to market and imposes substantial compliance costs on our business.

Federal and state governmental authorities in the U.S., principally the FDA, impose substantial requirements on the
development, manufacture, holding, labeling, marketing, advertising, promotion, distribution and sale of therapeutic pharmaceutical
and medical device products through lengthy and detailed laboratory and clinical testing and other costly and time-consuming
procedures. With respect to pharmaceutical products, the submission of an NDA or ANDA to the FDA with supporting clinical safety
and efficacy data, for example, does not guarantee that the FDA will grant approval to market the product. Meeting the FDA’s
regulatory requirements to obtain approval to market a drug product typically takes many years, varies substantially based upon the
type, complexity and novelty of the pharmaceutical product, and the application process is subject to uncertainty. The NDA approval
process for a new product varies in time, generally requiring.a minimum of 10 months, but could also take several years from the date
of application. The timing for the ANDA approval process for generic products is difficult to estimate and can vary significantly. NDA
approvals, if granted, may not include all uses (known as indications) for which a company may seek to market a product. The FDA
may also require companies to conduct post-approval studies. The FDA also requires companies to undertake post-approval
surveillance regarding their drug products and to report adverse events.

With respect to medical devices, such as those manufactured by HealthTronics, Inc. and AMS, Inc., before a new medical
device, or a new use of, or claim for, an existing product can be marketed, it must first receive either premarket clearance under
Section 510(k) of the FFDCA, or premarket approval, or PMA, from the FDA, unless an exemption applies. In the 510(k) premarket
clearance process, the FDA must determine that the proposed device is “substantially equivalent” to a device legally on the market,
known as a “predicate” device, with respect to intended use, technology and safety and effectiveness to clear the proposed device for
marketing. Clinical data is sometimes required to support a showing of substantial equivalence. The PMA pathway requires an
applicant to demonstrate the safety and effectiveness of the device for its intended use based, in part, on extensive data including, but
not limited to, technical, preclinical, clinical trial, manufacturing and labeling data. The PMA process is typically required for devices
that are deemed to pose the greatest risk, such as life-sustaining, life-supporting or implantable devices. Both the 510(k) and PMA
processes can be expensive and lengthy and entail significant user fees in connection with FDA's application review. The FDA also
has authority under the FFDCA to require a manufacturer to conduct post-market surveillance of a Class II or Class III device.

HealthTronics, Inc.’s currently commercialized products have received premarket clearance under Section 510(k) of the
FFDCA. AMS, Inc.’s currently commercialized products have received premarket clearance or PMA from the FDA under Section 510
(k) or 515 of the FFDCA. :

On October 20, 2008, the FDA issued a Public Health Notification regarding potential complications associated with
transvaginal placement of surgical mesh to treat POP and SUIL The notification provides recommendations and encourages physicians
to seek specia_lized training in mesh procedures, to advise their patients about the risks associated with these procedures and to be
diligent in diagnosing and reporting complications.

In July 2011, FDA issued an update to the October 2008 Public Health Notification regarding mesh to further advise the public
and the medical community of the potential complications associated with'transvaginal placement of surgical mesh to treat POP and
SUL In this July 2011 update, the FD'A maintained that adverse events are not rare, as previously reported, and questioned the relative
effectiveness of transvaginal mesh as a treatment for POP as compared to non-mesh surgical repair. The July 2011 notification
continued to encourage physicians to seek specialized training in mesh procedures, to consider and to advise their patients about the
risks associated with these procedures and to be diligent in diagnosing and reporting complications. FDA also convened an advisory
panel which met on September 8-9, 2011 to further address the safety and effectiveness of transvaginal surgical mesh used to treat
POP and SUL At the conclusion of the meetings, the advisory panel recommended reclassifying transvaginal mesh products used to
treat POP to Class III devices (premarket approval) and recommended that manufacturers of these products be required to conduct
additional post-market surveillance studies. The advisory panel recommended that transvaginal surgical mesh products used to treat
SUI remain as Class II devices. Regarding retropubic and transobturator (TOT) slings, the advisory panel recommended that no |
additional post-market sur\}lei,llance‘studiqs are.necessary. Regarding mini-slings, the advisory panel recommended premarket study for
new devices and additional post-market surveillance studies. ‘ )

On January 3, 2012, the FDA ordered manufacturers of transvaginal surgical mesh used for pelvic organ prolapse and of single
incision mini-slings for urinary incontinence, such ds AMS, Inc., to conduct post-market safety studies and to monitor adverse event
rates relating to the use of these products. AMS, Inc: received nineteen study orders, of which sixteen have been put on hold for
various commercial reasons and three remain active. AMS, Inc. is continuing to work with the FDA to comply with these outstanding
orders. In'its order, the FDA also noted that it is still considering the recommendation of an advisory committee, made on
September 9, 2011, that urogynecological surgical mesh for transvaginal repair of pelvic organ prolapse be reclassified from Class II
to Class IIL ’ '

Failure to comply with applicable regulatory réiiuircmérits’ ¢an result in, among other things, suspensions or withdrawals of
approvals or clearances, seizures or recalls of products, injunctions against the manufacture, holding, distribution, marketing and sale
of a product, and civil and criminal sanctions. Furthermore, changes in existing regulations or the adoption of new regulations could
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prevent us from obtaining; or affect the timing of, future regulatory approvals or clearances. Meeting regulatory requirements and
evolving government standards may delay marketing of our new products for a considerable périod of time, impose costly procedures
upon our activities and result in a competitjve advantage to larger companies that compete against us.

As part of its on-going quality program AMS Inc. is éngaged in a review of its quallty systems, including its process validation
procedures for many of its products, and is 1mplement1ng a variety of enhancements to such systems, controls and procedures. In
particular, becgusé certain of AMS, Inc."s products are legacy products that have been in use for 15 to 20 years, they may require
enhancements of AMS Inc.’s procedtires 1r1cludmg additional remedral efforts, which could'resu]t in added costs

We cannot assure you that the FDA or other regulatory agencies will appréve or clear for marketmg any products developed by
us, on a timely basis, if at all, or, if granted, that approval will not enitail limiting the indicated uses for which we may market the
product, which could limit the potentral market for any of these products

Based on screntlﬁc developments, post-market experience, or other legislative or regulatory changes, the current FDA standards
of review for approving new pharmaceutical and medical device products, or new indications or uses for approved or cleared products,
are sometimes more stringent than those that were applied in the past. For example, in 2011, the FDA’s Center for Devices and
Radiological Health, or CDRH, unveiled a plan of 25 action items it intended to implement during 2011 relating to the 510(k)
premarket notification process for bringing medical devices to market. Among the actions the FDA indicated it plans to take were to
issue guidance documents to clarify whefi clinical data should be submitted in support of a premarket notification submission, to
clarify the review of submissions that use “multiplé predicates™ in a premarket notification submission, to clarify when modifications
to a device require a new 510(k), and other guidance documents. The plan included other intended measures such as streamlining the
review of innovative lower-risk products though the de novo review process, and establishing a Center Science Council of senior FDA
experts to enhance science-based decision-making in 510(k) reviews. The’FDA announced that it intended to refer to the Institute of
Medicine, or IOM, for further review and consideration of other significant actions, such as whether or not to define the scope and
grounds for the exercise of authority to partially or fully rescind a 510(k) marketing clearance, to clarify and consolidate the concepts
of “indications for use” and “intended use,” to clarify when a device should no longer be available ds a “predicate” to support a
showing of substantial equivalence, whether to develop guidance on a new class of devices, called “class IIb,” for which additional
data would be necessary to support a 510(k) determination.

On July 29, 2011, the IOM released its report, which recommended that the FDA move towards replacing the current 510(k)
review process, which is based on “substantial equivalence” determinations, with a new “integrated premarket and post-market
regulatory framework” that provides a reasonable assurance of safety and efficacy. The IOM also recommended that the FDA
prioritize enhancement of its post-market surveillance program. The IOM also stated that it was Unab"le to study fully the seven
specific actions referred to it by the FDA because the requests came at the end of its review. The FDA decided not to act on the IOM
recommendation to replace the 510(k) substantial equivalence framework, but since January 2011, CDRH has issued numerous
guidance documents and proposed and final regulations impacting all medical devices (PMA and 510(k)), that have the potential to
significantly impact how the FDA regulates medical devices. These include issuing guidance on data requirements for pivotal clinical
investigations for medical devices, on CDHR's evaluation of substantial equivalence in premarket notification 510(k) submissions, on
presubmission meetings for investigation device applications (IDEs), including with regard to multiple predicate devices, and on its
decisions on whether and how to approve a device clinical study, among other draft guidance. While the FDA issued and withdrew
(pursuant to a requirement of the MDUFMA legislation), a draft gurdance on when device modifications require a new 510(k), it plans
to issue another draft guidance onydevice modification requirements. In addition, the FDA issued a proposed rule that would require a
unique identifier on distributed devrces for tracking purposes, and a final rule that revises and expands medical dev1ce registration and
listing requirements. Further, pursuant to the March 2010 healthcare reform law, a medical device tax went into effect January 1, 2013,
for devices listed with the FDA.

The extent and how the FDA will implement some or all of its planned action items, draft gurdance and proposed and final rules
is unknown at this time. These actlons coqu have a significant effect on the cost 6f applylng for and mamtamlng appllcatlons under
the 510(k) clearance mechanism, ofi the criteria required for achieving clearance for additional uses of exrstmg devices or new 510(k)
devices, and for the marketing of medical devices. Further, some new or evolving review standatds or conditions for approval or
clearance were not applied to many established products currently on  the market, including certain opioid products. As a result, the
FDA does not have as extensiye safety databases on these products as on some products developed mare recently. Accordlngly, we
believe the FDA has expresse;l an intention to develop such databases for certain of these products, mcludmg many opioids.

In particular, the FDA has expressed interest in specific chemical structures that may be present as impurities in a number of
opioid narcotic active pharmaceutical ingredients, such as ‘'oxycodone, which based on certam structural characteristics and Iaboratory
tests may indicate the potential for having mutagenic effects.

More stringent controls of the levels of these impurities have been required and may continue to be required for FDA approval
of drug products contammg these impurities. Also, labeling revisions, formulation or manufacnmng changes and/or ptoduct
modifications may be necessary for new or existing products containing such impurities: The FDA’s more stringent requirements
together with any additional testing or remedial measures that may be necessary could result in increased costs for, or delays in,
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obtaining approval for certain of our products in development. Although we do not believe that the FDA would seek to remove a
currently marketed product from the market unless such mutagenic effects are believed to indicate a significant risk to patient health,
we cannot make any such assurance.

In addition, on September 27, 2007, through passage of the Food and Drug Administration Amendments Act of 2007, or
FDAAA, Congress passed legislation authorizing the FDA to require companies to undertake additional post-approval studies in order
to assess known or signaled poténtial serious safety risks and to make any labeling changes necessary to address safety risks. Congress
also empowered the FDA to require companies to formulate REMS to confirm a drug’s benefits outweigh its risks.

The FDA’s exercise of its authority under the FFDCA could result in delays or increased costs during product development,
clinical trials and regulatory review, increased costs to comply with additional post-approval regulatory requirements and potential
restrictions on sales of approved products. Foreign regulatory agencies often have similar authority and may impose comparable
requirements and costs. Post-marketing studies, whether conducted by us or by others and whether mandated by regulatory agencies or
voluntary, and other emerging data about marketed products, such as adverse event reports, may also adversely affect sales of our
products. Further, the discovery of significant safety or efficacy concerns or problems with a product in the same therapeutic class as
one of our products that implicate or appear to implicate the entire class of products could have an adverse effect on sales of our
product or, in some cases, result in product withdrawals. Likewise, manufacturing issues or problems at a supplier or third party
manufacturer of our products.could have an adverse effect on sales of our products, and could lead to product recalls or product
shortages. Furthermore, new data and information, including information about product misuse at the user level, may lead government
agencies, professional societies, practice management groups or patient or trade organizations to recommend or publish guldance or
guidelines related to the use of our products, which may lead to reduced sales of our products.

The FDA and the DEA have important and complementary respons1b111t1es with respect to our business. The FDA administers an
application and post-approval monitoring process to assure that marketed products are safe, effective and consistently of uniform, high
quality. The DEA administers registration, drug allotment and accountability systems to assure against loss and diversion of centrolled
substances. Both agencies have trained investigators that routinely, or for cause, conduct inspections, and both have authority to seek
to enforce their statutory authority and regulations through administrative remedles as well as civil and criminal enforcement actions.

The FDA regulates and monitors drug and device clinical trials to help provide human subject protection and the quality of
clinical trial data used to support marketing applications. The FDA also regulates the facilities, processes and procedures used to
manufdcture and market pharmacetltlcal and thedical device products in the U.S. Manufacturing facilities must be registered with the
FDA and all products 1 made in such facilities must be manufactured in aécordance with “current good manufacturing
practices" (cGMP), regulatlons enforced by the FDA. Compliance with clinical trial requirements and cGMP regulations requires the
dedication of substantial resources and requires significant expenditures. The FDA periodically inspects clinical trial operations, and
both our third party and owned manufacturing facilities and procedures to assure compliance. The FDA may place a hold on a clinical
trial, and may cause a suspension or withdrawal of product approvals if regulatory standards are not maintained. In the event an
approved manufacturing facility for a particular drug or medical device is required by . the FDA to curtail or cease operations, or
otherwnpe becomes inoperable, or a thlrd party contract manufactunng facﬂlty faces manufacturing problems, obtaining the required
FDA authorization to manpfacture at the same or a different manufacturing site could result in production delays, which could
adversely affect our business, results of operatlous, ﬁnanc1a1 condltlon and cash ﬂow ’

The FDA is authorized to perform inspections under the FFDCA. During 1nspectlons of factory or manufacturing facilities, the
FDA utilizes a Form FDA 483 to document and communicate observations made during inspections. The observations made on the
Form 483 are not final and aré not a finding as to whether the specific facility in question is compliant. Our Qualitest Pharmaceuticals
subsidiary operates two main manufactunng facilities, one site is located in' Huntsville, Alabama and the second site is located in
Charlotte, North Carolina. Both s1tes have been mspected by the FDA

Following a FDA 1nspectxon of the manufacturing facility in Huntsv1lle Alabama, our subsidiary, Qualitest Pharmaceuticals,
received a Form 483 Notice of Inspectional Observations dated December 7, 2011, listing six observations of the inspectors. The
observations focused on product and:process control procedures, product release specifications and building maintenance. A
comprehensive response was provided:to the FDA on December 28,2011, addressing the issues in each of the observations, corrective
actions, and remediation plans: On March 13, 2012, Qualitest Pharmaceuticals received a response from the FDA acknowledging
receipt of our December 28, 2011 response and, except in connection with two minor observations where the FDA indicated that the
changes seem adequate but would be confirmed at a subsequent 1nspect10n confirming our proposed correctlve actions and
remediation plans.

In February 2013, the FDA conducted an inspection of AMS, Inc.'s Minnetonka, Minnesota facility, and, following such
inspection, issued two observatlons on a Form 483. Both observatxons relate to timeliness of complaint handling procedures. AMS,
Inc. will prov1de a written response to the FDA no later than March 1, 2013 (within fifteen working days of the issuance of the Form
483, as recommended by the FDA) detailing proposed qorrectlve actions, and has initiated efforts and redirected resources to address
the FDA's observations. It is important to note that neither of the observations identified a specific issue regarding the clinical or field
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performance of any particular device. The Minnetonka, Minnesota facility will continue to manufacture products while AMS, Inc.
works with the FDA to address these observations. :

The stringent DEA regulations on our use of controlled substances include restrictions on their use in research, manufacture,
distribution and storage. A breach of these regulations could result in:impaosition of civil penalties, refusal to renew .or action to revoke
necessary registrations, or other restrictions on operations involving controlled substances. Failure to comply ‘with applicable legal
requirements subjects the Qualitest Pharmaceuticals facilities to possible legal or regulatory action, including shutdown, which may
adversely affect their ability to supply-us with product. Were we not able to manufacture products at the Qualitest Pharmaceuticais
facilities because of regulatory, business or any other reasons, the manufacture and marketing of these products would be interrupted.
This could have a negative impact on our business, results of operation, financial condition, cash flows and competitive position. See
also the risk described under the caption “The DEA limits thé availability of the active ingredients used in many of our curfent
products and products in development, as well as the production of these produtts, and, as a result, our procurcment and productlon
quotas may not be sufficient to meet commercial demand or complete clinical tnals

We cannot determine what effect changes in regulations or legal 1nterpretatrons or requirements by the FDA or the courts; when
and if promulgated or issued, may have on our business in the future. Changes could, among other things, require different labeling,
monitoring of patients, interaction with physicians, education programs for patients or physicians, curtailment of necessary supplies,
or limitations on product distribution. These changes, or others required by the FDA or DEA could have an adverse effect on the sales
of these products. The evolving and complex nature of regulatory science and regulatory requirements, the broad authority and
discretion of the FDA and the generally high level of regulatory oversight results in a continuing possibility that, from time to time, we.
will be adversely affected by regulatory actions despite our ongoing efforts and commitment to;achieve and maintain full compliance
with all regulatory requirements.

Implementation by the FDA of certain specific public advisory committee recommendations regarding acetaminophen use in
both over-the-counter and prescription products could have an adverse material impact on sales of some of our pain relief
products, including Percocet® and Endocet®.

The FDA held a public advisory committee meeting in June 2009 to discuss acetaminophen use in both over-the-counter and
prescription products, the potential for liver injury, and potential interventions to reduce the incidence of liver injury. The panel’s
recommendations included the banning of certain prescription painkillers which combine acetammophen with an opiate narcotic, and
lowering the maximum dose of over-the-counter pamklllers containing acetaminophen. These recommendations were made following
the release in May 2009 of a FDA report that found severe liver damage, and even death, can result from a lack of consumer
awareness that acetaminophen can cause such i 1nJury These recommendations were advisory in nature and the FDA was not bound to.
follow these recommendations.

" On January 14, 2011, the FDA announced in the Federal Register that it was taking steps to reduce the maximum strength of
acetaminophen in prescription combination drug products to help reduce or prevent the nsk of livér injury from an unintentional
overdose of acetaminophen. A variety of prescnptlon combination drug products mclude acetammophen such as those that contain the
opioids oxycodone hydrochloride or hydrocodone bitartrate and acetaminophen, among others. Spec1ﬁcally, the FDA announced that
it was asking product sponsors to limit the maximum strength of acetaminophen per dosage unit of the presctiption comblnatlon drug
products to 325 mg over a three-year phase-out period. At the end of that petiod, the FDA could seek to withdraw those prescription
combination drug products that contain more than 325 mg of acetaminophen from the market, citing its authority to initiate withdrawal
proceedings under the FFDCA. Among the products impacted by the FDA’s action are three Endo combination drug pain rehef
products: Percocet®, Endocet® and Zydone and the Qualitest Pharmaceuticals combination drug pain relief products: butalbrtal/ ‘
acetaminophen/caffeine, hydrocodone/acetammophen and oxycodone/acetammophen In addition, under additional authorlty gra.uted
to the FDA by the FDAAA, the FDA notified holders of approved NDAs and ANDAs that they would be required to modify the
labeling of prescription acetaminophen drug products to include a Boxed Warning to include new safety information about
acetaminophen and liver toxicity, and a Warning -on the potential for allergic reactions. The Company: has implemented several
measures to comply with the FDA action. Specifically, any high dose prescription product containing more than 325 mg of
acetaminophen will have an expiration date that will prevent saleable product remaining in the marketplace after January 2014. In
addition, steps are being taken to increase production of similar low dose products, to provide uninterrupted supply to all customers as
demand transitions to the alternate products. Nonetheless, these regulatory changes, or othérs requlred by the FDA, eould have an
adverse effect on our business, .financial condition, results of operations, and cash flows. :

Timing and results t;f clinical trials to demonstrate the safety and efficaCy of products as well as the FDA’s apprd@al of.
products are uncertain. '

Before obtaining regulatory approvals for the sale of a any of our new product candrdates we must demonstrate through
preclinical studies and clinical trials that the product is safe and effective for each intended use. Preclinical and clinical sfudies may -
fail to demonstrate the safety and effectiveness of a product. Likewise, we may flot be able to demonstrate through clinical tridls that a
product candidate’s therapeutic benefits outweigh its risks. Even promising results from preclinical and early clinical studiés do not

39




always accurately predict results in later, large scale trials. A failure to demonstrate safety and efficacy could or would result in our
failure to obtain regulatory approvals. : . :

The rate of patient enrollment sometimes delays completion of clinical studies. There is substantial competition to enroll patients
in clinical trials and such competition has delayed clinical development of our products in the past. For example;patients may not
enroll in clinical trials at the rate expected or patients may drop out after enrolling in the trials or during the trials. Delays in planned
patient enrollment can result in increased development costs and delays in regulatory approval. In addition, we rely on collaboration
partners that may control or. make changes in trial protocol and design enhancements, or-encounter clinical trial compliance-related
issues, that may also delay clinical trials. Product supplies may be delayed or be insufficient to treat the patients participating in the
clinical trials, or manufacturers or suppliers may not meet the requirements of the FDA or foreign regulatory authorities, such as those
relating to cGMP. We also may experience delays in obtaining, or we may not obtain, required initial and continuing approval of our
clinical trials from institutional review boards. We cannot assure you that we will not experience delays or undesired results in these or
any other of our clinical trials. ’ o

We cannot assure you that the FDA or foreign regulatory agencies will.approve, clear for marketing or certify any products
developed by us, on a timely basis, if at all, or, if granted, that such approval will not subject the marketing of our products to certain
limits on indicated use. The FDA or foreign regulatory authorities may not agree with our assessment of the clinical data or they may
interpret it differently. Such regulatory authorities may require additional or expanded clinical trials. Any limitation on use imposed by
the FDA or delay in or failure to obtain FDA approvals or clearances of products developed by us would adversely affect the
marketing of these products and our ability to generate product revenue, which;would adversely affect our. financial condition and
results of operations. . o g ' '

Before obtaining regulatory approvals for certain generic products, we must conduct limited clinical or other trials to show
comparability to the branded products. A failure to obtain satisfactory results in these trials would prevent us from obtaining required
regulatory approvals. " : : :

The success of our acquisition and licensing strategy is subject to uncertainty and any completed acquisitions er licenses may
reduce our earnings, be difficult to integrate, not perform as expected or require us to obtain additional financing.

We regularly evaluate selective acquisitions and look to continue to enhance our product line by acquiring ijights to additional
products and compounds. Such acquisitions may be carried out through the purchase of assets, joint ventures and licenses or by
acquiring other companies. However, we cannot assure you that we will be able to complete acquisitions that meet our target criteria
on satisfactory terms, if at all. In particular, we may not be able to identify suitable acquisition candidates, and we may have to
compete for acquisition candjdates. :

Our competitors may have greater resources than us and therefore be better able to complete acquisitions or may cause the
ultimate price we pay for acquisitions to increase. If we fail to achieve our acquisition goals, our growth may be limited.

Acquisitions, such as HealthTronics, Inc., Penwest, Qualitest Pharrhaceuticals and AMS, Inc. may expose us to additional risks
and may have a material adverse effect on our profitability and cash flows. Any acquisitions we make may:
+ fail to accomplish our strategic objectives; ’
* not be successfully combinedlwith our operations;
» " not perform as expected; and R
»  expose us to cross border risks.

~ In addition, based on current acquisition prices in the pharmaceutical industry, acquisitions could decrease our net income per
share and add significant intangible assets and related amertization or impairment charges. Our acquisition strategy may require us to -
obtain additional debt or equity financing, resulting in leverage, increased debt obligations as compared to equity, or dilution of
ownership. We may not be able to finance acquisitions on terms satisfactory to us.

Further, if we are unable to maintain, on comrhéfcially feasonable terms‘,'prodgct, compound or other licenses that we have
acquired, our ability to develop or commercially exploit our products may be inhibited. '

Our growth and development will depend on developing, commercializing and marketing new products, including both our
own products and those developed with our collaboration partners. If we do not do so successfully, our growth and
development will be impaired. o

~ Our future revenues and profitability will depend, to a significant extent, upon our ability to successfully commercialize new
branded and generic pharmaceutical products and medical devices in a timely manner. As a result, we must continually develop, test
and manufacture new products, and these new products must meet regulatory standards and receive requisite regulatory approvals.
Products we are currently developing may or may not receive the regulatory approvals or clearances necessary for us to market them.
Furthermore, the development and commercialization process is time-consuming and costly, and we cannot assure you that any of our
products, if and when developed and approved, can be successfully commercialized. Some of our collaboration partners may decide to
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make substantial changes to'a product’s formulation or design, may experience financial difficulties or have limited financial
resources, any of which may delay the development, commercialization and/or marketing of new products. In addition, if a co-
developer on a new product terminates our collaboration agreement or does not perform under the agreement, we may experience
delays and, p0551b1y, additional costs in developlng and marketmg that ptoduct. ’

We conduct research and deVelopment primarily to‘enable us to manufacture and market FDA-~approved pharmaceutlcals and
devices in ‘accordance with FDA regulations. Much of our drug development effort is focused on technically difficult-to-formulate -
products and/or products that require- advanced manufacturing technology. Typically, research expenses related to the development of
innovative compounds and the filing of NDAs for these products are significantly greater than those expenses associated with ANDAs
for generic products. As we continue to develop new products, our research expenses will likely increase. Because of the inherent risk
associated with research and development efforts in our industry, particularly with respect to new drugs, our research and development
expenditures may not result in the successful introduction of FDA approved new pharmaceutical products. Also, after we submit an’
NDA or ANDA, the FDA may require that we conduct additional studies, including, depending on the product, studies to assess the
product’s interaction with alcohol, and as a result, we may be unable to reasonably predict the total research and development costs to
develop a particular product. Indeed, on September 27, 2007, Congress passed legislation authorizing the FDA to require companies to
undertake post-approval studies in order to assess known or signaled potential serious safety risks and to make any labeling changes
necessary to address safety risks. Congress also empowered the FDA to require companies to fonnulate REMS to conﬁnn a drug’s
benefits outweigh its rlsks

Our generics business faces intense competition from. brand-name companies that sell or license their own generic versions of
our generic products or seek to delay the introduction of our generic products.

Brand-name pharmaceutical companies have taken aggressive steps to thwart competition from generic equivalents of their
brand-name products. In particular, brand-name companies sell directly fo the generics market or license their products for sale to the
generics market through licensing arrangements or strategic alliances with generic pharmaceutical companies (so-called authorized
generics). While there have been legislative proposals by members of Congress to limit the use of authorized generics, no significant
regulatory approvals are currently required for a brand-name manufacturer to sell directly or through a third party to the generic
market. Brand-name manufacturers do.not currently face:any other significant barriers to entry into suth market. The introductions of
these so-called “authorized generics” have had and may continue to have an adverse effect by reducing our generics market share and
adversely affecting our profitability and cash flows.

In addition, brand-nafe companies continyally seek new ways to delay generic introduction and decrease the impact of generic
competition, such as filing new patents on drugs whose original patent protection is about to expire; filing an increasing number of
patents that are more complex and costly to challenge; filing suits for patent infringement that automatically delay approval by the
FDA; developing patented controlled release or other next generation products, which often reduces the demand for the generic
version of the existing product for which we may be seeking approval or that we may be marketing; changing product claims and
product labeling; developing and marketing as over-the-counter products those branded products that are about to face generic
competition; or filing Citizen Petitions with the FDA seeking resfraints on our products or seeking to prevent them from coming to
market. These strategies may increase the costs and risks associated with our efforts to introduce generic products and may delay or
prevent such introduction altogether.

Our revenues and profits from generic pharmaceutical products typically decline as a result of intense competition from other
pharmaceutical companies.

Our generic products compete with branded products and with generic versions made by or for other manufacturers, such as
Mallinckrodt Inc., Teva Pharmaceuticals Industries Ltd and Watson Pharmaceuticals, Inc. Net selling prices of generic drugs typically
decline, often dramatically, as additional generic pharmaceutical companies, both domestic and foreign, receive approvals and enter
the market for a given genéric product and competition intensifies. When additional versions of one of our generic products enter the
market, we generally lose market share and our selling prices and margins on that product decline. Because we are smaller than many
of our full-line competitors in the generic pharmaceutical products sector, we may lack the financial and other resources needed to
maintain our profit margins and market share in this sector. Our ability to sustain our sales and proﬁtablhty on any generic product
over time is affected by the number of new companies selling such product and the timing of their approvals.

If the efforts of manufacturers of branded pharmaceutlcals to use lltlgahon and legislative and regulatory means to limit the

use of generics and certain other products are successful, sales of our generic products may suffer. ;

Pharmaceutical companies that produce patented brand products can employ a range of legal and regulatory strategies to delay
the introduction of competing generics and other products to which we do not have a rlght of reference to all necessary preclinical and
clinical data. Opposing such efforts or lmgatlon actions can be costly and time-consuming and result in delays in the introduction of
our products

“The products for which wé are developfﬁg generic versions may be claiméd by their manufacturer to be protected by one or
more patents. If we file an ANDA to seek FDA approval of our generic version of such a drug, we are required to certify that any

41




patent or patents listed as covering the approved listed drug are invalid, unenforceable or will not be infringed by our generic version.
Similar certification requirements apply to new drug applications filed under Section 505(b)(2) of the FFDCA, where we rely on
information to which we do not have a right of reference. Once the FDA accepts our ANDA or Section 505(b)(2) NDA, we are
required to notify the brand manufacturer of this fact. The brand manufacturer then has 45 days from the receipt of the notice in which
to file a suit for patent infringement. If it does so, the FDA is generally prevented from granting approval of the ANDA or Section 505
(b)(2) NDA until the earliest of 30 months from the date the FDA accepted the application for ﬁlmg, the conclusion of litigation in the
generic’s favor or expiration of the patent(s).

The availability of third party reimbursement for our products is uncertain, and thus we may find it difficult to maintain
current price levels. Additionally, the market may not accept those products for which third party reimbursement is not
adequately provided.

Our ability to commercialize our products depends, in part, on the extent to which reimbursement for the costs of these products
is available from government healthcare programs, private health insurers and others. We cannot be certain that, over time, third party
payment for our products will be adequate for us to maintain price levels sufficient for realization of an appropriate return on our
investment. Government payors, private insurers and other third party payers are increasingly attempting to contain healthcare costs
by (1) limiting both coverage and the level of reimbursement (including adjusting co-pays) for products approved for marketing by the
FDA, (2) refusing, in some cases, to provide any coverage for uses of approved products for indications for which the FDA has not
granted marketing approval and (3) requiring or encouraging, through more favorable reimbursement levels or otherwise, the
substitution of generic alternatives to branded products.

Examples of some of the major government healthcare programs include Medicare and Medicaid. The Medicare Prescription

Drug Improvement and Modernization Act of 2003, or the Medicare Modernization Act, created Medicare Part D, a new prescription
drug coverage program for people with Medicare through a new system of private market insurance providers beginning in January
2006. Although the new Part D benefit resulted in Medicare coverage for outpatient drugs previously not covered by Medicare, the
new benefit has resulted in an increased use of formularies (listings of prescription drugs approved for use) such that, in the event a
Medicare beneficiary’s medications are not listed on the applicable formulary, such Medicare beneficiary may not receive
reimbursement for-such medications. Moreover, once these formularies are established, a Medicare Part D plan is not obligated to pay
for drugs omitted from a formulary, unless the beneficiary receives an exception, and the cost of these non-covered drugs will not be
counted towards the annual out-of-pocket beneficiary deductible established by the Medicare Modernization Act. Also, formularies
may have “tiers” where cost-sharing varies depending on the tier to which a particular drug is assigned. Further, since 2006, private
insurance policies that supplement Medicare coverage, known as “Medigap” policies, no longer may include prescription drug

coverage and therefore cannot be used to cover the cost of off-formulary medications. Our product mix is shifting towards products for
aging demographics and, as a result, over time we will become increasingly dependent on Medicare. If 6ur products are or become
excluded from Part D plan formularies, or are placed on formulary tiers that require significant beneficiary cost-sharing, demand for
our products might decrease and we may be forced to lower prices for our products, which may adversely affect our business, financial
condition, results of operations and cash flows.

From time to time, state Medlcald programs review our products to assess whether such products should be subject to a prior
authorization process, which processes vary state-by-state but generally require physicians prescribing the products to answer several
questions prior to the product being dispensed. The institution of a prior authorization process may adversely impact the sales of the
related product in the state and depending on the state, may adversely affect our business and results of operations. On February 20,
2008, in connection with its Clinical Drug Review Program the Pharmacy and Therapeutics Committee of the New York State
Department of Health reviewed our product Lidoderm® and recommended that it be sub_]ect to a prior authorization process. As a’
result, on July 31, 2008, the New York State Department of Health placed Lidoderm® in its Clinical Drug Review Program, which is a
specific program within its prior authorization program. There can be no assurance that such a process, or the implementation thereof,
in New York State or elsewhere would not have a material adverse effect on our business, financial conditjon, results of operations and
cash flows.

~ The Budget Control Act provided that if Congress failed to pass a deficit reduction plan by December 23,2011, a process of
sequestration would occur on January 2, 2013 which would result in across-the-board spending cuts to certain government programs,
including Medicare, in order to meet the deficit reduction goal. Congress was able to avert sequestration when it passed the American
Taxpayer Relief Act of 2012 (H.R. 8), which delays the'sequestration from January 2, 2013 until March 1, 2013. The automatic
spending cuts that would occur as a result of the sequestration process are unpalatable for many lawmakers and Congress may use the
2013 session to consider repealing the cuts by finding savings in other programs, such as Medicaid.

If govemment and commercial third party payers do not provide adequate coverage and reimbursement levels for users of our
products, the market acceptance of these products could be adversely affected. In addition, the following factors could significantly
influence the purchase of pharmaceutical products, which would result in lower prices and a reduced demand for our products that
might force us to reduce the price of these products to remain competmve

» the trend toward managed healthcare in the U.S.;
+ the growth of organizations such as HMOs and managed care organizations;
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* legislative proposals to reform healthcare and government insurance programs; and :
»  price controls and non-reimbursement of new and highly prlced medicines for which the economic therapeutic rationales are

not established. :

In February, 2009 President Obama signed into law the American Recovery and Reinvestment Act of 2009, which appropriates
$1.1 billion to fund comparative eﬁ'ectxveness research, or CER, relating to healthcare treatments. In March 2010, the President signed
healthcare reform legislation, which, among other things, created a new Patient-Centered Outcomes Research Institute to oversee,
identify priorities in, and conduct CER. Although the concept of CER now has significant momentum, numerous unresolved and
potentially contentious issues;remiain, and stakeholders are following implementation of these new laws closely. Depending on-how °
CER is implemented, CER:could possibly present regulatory and reimbursement issues under certain circumstances. For additional
discussion of this healthcare reform legislation, see the risk described under the caption “While healthcare reform may increase the- .
number of patients who have insurance coverage for our products, its cost containment measures may adversely affect reimbursement
for our products.” ’ '

Third party payors could refuse to reimburse healthcare providers for use of HealthTronics, Inc.’s and AMS, Inc.’s currént or
future service offerings or products, which could negatlvely impact our business, results of operatlons, financial condition and
cash flows.

Third party payors are increasingly attempting to contain healthcare costs by limiting both coverage and the level of
reimbursement of medical procedures and treatments, particularly for elective procedures, which would include a number of AMS,
Inc.’s product offerings. In addition, significant uncertainty exists as to the reimbursement status of newly approved healthcare
products, which may impact whether customers purchase our products. Reimbursement rates vary depending on whether the-
procedure is performed in a hospital, ambulatory surgery center or physician’s office. Furthermore, healthcare regulations and
reimbursement for medical devices vary significantly from country to country, particularly in'Europe. AMS, Inc. has experienced
lower procedure volume levels, particularly in Europe, as a result of recent “austerity measures” or budget reduction measures adopted
by certain European countries in response to growing budget deficits and volatile economic conditions and may experience lower
levels of reimbursement with respect.ta AMS, Inc¢.’s products in the future as a result. In the U.S,, lithotripsy treatments offered by
HealthTronics, Inc. are reimbursed under various federal and state programs, including Medicare and Medicaid, ‘as well as under
private healthcare programs, primarily at fixed rates. Governmental programs are subject to statutory and regulatory changes,
administrative rulings, interpretations of policy and governmental funding restrictions, and private programs are subject to policy
changes and commercial considerations, all of which may have the effect of decreasing program payments, increasing costs or
requiring HealthTronics, Inc. and AMS, Inc. to modify the way in which they operate their businesses.

Our reporting and payment .obljgatidns under the Medicaid Drug Rebate Program and other governmental drug pricing
programs are complex and may involve subjective decisions. Any failure to comply with those obligations could subject us to
penalties and sanctions. :

We are subject to various federal and state laws pertaining to healthcare fraud and abuse, including prohibitions on the offer of
payment or acceptance of kickbacks or other remuneration in return for the purchase of our products. Sanctions for violating these
laws include criminal penalties and civil sanctions and possible exclusion from the Medicare, Medicaid, and other government
healthcare programs. There can be no assurance that our practices will not be challenged under these laws in the future or that such a
challenge would not have a matenal adversé effect on our business or results of operations.

We also are subject to federal and state laws prohibiting the presentation (or the causing to be presented) of claims for payment
(by Medicare, Medicaid, or other third-party payers) that are determined to be false, fraudulent, or for an item or service that was not
provided as claimed. These false claims statutes include the federal civil False Claims Act, which permits private persons to bring suit -
in the name of the government alleging false or fraudulent claims presented to or paid by the government (or other violations of the
statutes) and to share in any amounts paid by the entity to the government in fines or settlement. Such suits, known as ‘¢ tam actions,
have increased significantly in the healthcare industry in recent years. These actions against healthcare companies, which do not
require proof of a specific intent to defraud the government, may result in payment of fines and/or administrative exclusion from the
Medicare, Medicaid, and/or other government healthcare programs. ‘

We are subject to provisions that require us to enter into a Medicaid Drug Rebate Agreement and a 340B Pharmaceutical Pricing
Agreement as a condition for having our products eligible for payment under Medicare Part B and Medicaid. We have entered into
such agreements. In addition, we are required to report certain pricing information to the Centers for Medicare and Medicaid Services.
on a periodic basis to allow for accurate determination of rebates owed under the Medicaid Drug Rebate Agreement, ceiling prices
under the 340B program and certain other government pricing arrangements, and reimbursement rates for certain drugs paid under
Medicare Part B. On January 27, 2012, the Centers for Medicare and Medicaid Services issued a Proposed Rule to implement the
Medicaid Drug Rebate provisions incorporated into the March 2010 healthcare reform law. The Proposed Rule has riot been finalized
yet, but we anticipate that if the Proposed Rule becomes final, it will require operational adjustments by the Company in order to
maintain its compliance with applicable law. Changes included in the Proposed Rule that would revise how manufacturers are required
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to calculate Average Manufacturer Price (AMP) and Best Price, if they are included in the Final Rule may affect the quarterly amounts
that the Company owes to state Medicaid programs through the Medicaid Drug Rebate program.

We and other pharmaceutical companies are defendants in a number of lawsuits filed by local and state government entities,
alleging generally that we and numerous other pharmaceutical companies reported false pricing information in connection with certain
drugs that are reimbursable by state Medicaid programs, which are partially funded by the federal government. In addition, a
predecessor entity of Qualitest Pharmaceuticals and other pharmaceutical companies are defendants inr a federal False Claims Act .
lawsuit brought by a qui tam relator alleging the submission (or the causing of the submission) of false claims for payments to be
made through state Medicaid reimbursement programs for unapproved drugs or non-drugs. We intend to vigorously defend these
lawsuits to which we are a party. Depending on developments in the litigation however, as with all litigation, there is a poss1b111ty that
we will suffer adverse decisions or verdicts of substantial amounts, or that we will enter into monetary settlements in one or more of
these actions as we recently did with a number of New York counties. Any unfavorable outcomes as a result of such litigation could
have a material adverse effect on our business, financial condition, results of operations and cash flows.

Government regulations regarding price reporting and rebate paymeént obligations are complex, and we are continually
evaluating the methods that we use to calculate and report the amounts owed by us with respect to Medicaid and other government
pricing programs. The federal Medicaid Drug Rebate Program, for example, requires that we make quarterly rebate payments to all
states that offer a non-managed care-based Medicaid pha.rmécy benefit to their eligible citizens. Our calculations of these rebate
payments are subject to review and challenge by various government agencies and authorities and it is possible that any such review
could result either in material changes to the method used for calculating the amounts owed to the pertinent government agency (or
agencies), or to the amounts themselves. In addition, because the methods for calculating reported prices are not fully specified in
regulations or sub-regulatory guidance documents, our processes for these calculations and our judgments supporting these
calculations involve, and will continue to involve, subjectlve decisions. Further, these calculations are subject to the risk of errors. As
noted above, any governmental agency that commences an action, if successful, could impose, based on a claim of violation of the
federal False Claims Act or similar state laws or otherwise, civil and/or criminal sanctions, including fines, penalties and possible _
exclusion from participation in federal healthcare programs (1nc1ud1ng Medicaid and Medicare). Some of the ‘applicable laws impose
liability even in the absence of specific intent to defraud. Furthermore, should there be ambiguity with regard to how to ‘properly
calculate and report payments, or even in the absence of such ambiguity, a governmental authority may take a position contrary to a
position we have taken, may demand payments for rebates owed based upon the government’s pricing determinations, and ‘may seek _
to impose civil and/or criminal sanctions. If such events occurred, any such governmental penalties, sanctions or retrospective '
revisions to payments already made could have a material adverse effect on our business, financial position, results of operations and
cash flows, and could cause the market value of our common stock to decline.

Once approved there is no guarantee that the market will accept our future products, and regulatory requlrements could llmlt
the commercial usage of our products.

Even if we obtain regulatory approvals or clearances, uncertainty exists as to whether the market will accept our products A
number Gf' factbrs may limit the market acceptance of our products, including the timing of regulatory approvals or clearances and
market entry reldtive to competitive products, the availability of alternative products, the price of our pfoducts relative to alternative
prodiicts, thé availability of third party reimbursethent and the extent of marketing efforts by third party distributors or agents that wé
retain. We cannot assure you that our products will receive market acceptance in a commercially viable period of time, if at ail. We
cannot be certain that any investment made in developing products will b recovered, even if we are successful in commercialization.
To the extent that we expend significant resources on research and development efforts and are not able, ultimately, to introduce
successful new products as a result of those efforts, our business, financial position, results of operations and cash flows may be
materially adversely affected; and the market value of our common stock could decline. In addition, many of our products contain .
narcotic ingredients that carry stringent record keeping obligations, strict storage requirements and other limitations on these products’
availability, which could limit the commercial usage of these products.

Our. customer concentration may adversely affect our financial condition and results of operatlons.

We primarily sell our products to a limited number of wholesale drug distributors and large pharmacy chains. In turn, these
wholesale drug distributors and large pharmacy chains supply products to pharmacies, hospitals, governmental agencies and
physicians. Total revenues from customers who accounted for 10% or more of our total revenues during the years ended December 31
are as follows:

2012 2011 . 2010

Cardinal Health, InC. ..o e e 23% 25% 3%
McKesson Corporation............civemereninmsecnicnsenenes et TR » 25% - 24% ©28%

AmerisourceBergen Corporation...................... et sr et 11% 13% o I5%
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‘Revenues from thesé customers are included. within our Enda Pharmaceuticals and Qualitest segments.: If we were to lose the
business of any of these customers, or if any were to experience difficulty in paying us on a timely basis, our total revenues, :
profitability and cash flows could be materlally and adversely affected.

t

We are currently dependent on outslde manufacturers for the mauufacture of a significant amouut of our products; thereffore,
we have and will continue to have limited control of the manufacturing process and refated costs. Certain of our
manufacturers currently constitute the solé source of one or more of our products, mcludmg Teikoku, our sole source of
Lidoderm®, , o

Third party manufacturers currently manufacture a significant amount of our products pursuant to contractual arrangements
Certain of our manufacturers currently constltute the sole source of our products For example, Teikoku is our sole source of
Lidoderm® and Griinenthal is our sole source of our formulation of Opana ER, designed to be crush-res1stant Bécause of contractual
restraints and the lead-time necessary to obtain FDA approval, and possibly DEA reglstratlon ofa new manufactuter, replacement of
any of these manufacturers may be expensive and time consuming and may cause interruptions in our supply of products to customers.
As a result, any such delay could have a material adverse effect on our business, financial condition, results of operations and cash
flows. . . : S . .

Because most of our products are manufactured by third partles we have a limited ability to control the manufacturing process '
or costs related to this process. Increases in the prices we pay our manufacturers, interruptions in our supply of products or lapses in
quality could adversely impact our margins, proﬁtablhty and cash flows. We are reliant on our third party manufacturers to maintain
the facilities at which they manufacture our products in comphance with FDA, DEA, state and local regulations. If they fail to
maintain compliance with FDA, DEA or other critical regulations, they could be ordered to cease manufacturing, or product may be
recalled, which would have a material adverse impact on our business, results of operations, financial condition and cash flows. For
example in December 2011, Novartis Consumer Health, Inc.’s Lincoln, Nebraska manufacturing facility was temporarily' shut down
to facilitate its implementation of certain manufactiiring process improvements, resulting in short-term supply constraints for certam
Endo analgesic products which had been manufactured at this facility prior to the shutdown. Addmonally, if any facility that
manufactures our products experiences a natural disaster, we could experience a material adverse impact on our business, results of
operations, financial condition and cash flows. In addition to FDA and DEA regulation, violation of standards enforced by the
Environmental Protection Agency (EPA) arid the 0ccupat10nal Safety and Health Administration (OSHA) and their counterpart
agencies at the state level could slow down or curtail operations of thrrd party manufacturers

* In addition, we may consider entering into additional manufacturing arrangements with third party manufacturefs. In'each case,
we will incur significant costs in obtaining the regulatory approvals and taking the other steps necessary to begin comhmercial
productlon by these manufacturers. If the market for the products manufactured by these third partles substantially contracts or ,
disappears, we will continue to be financially obligated undér these contracts, an obligation Wthh could have a matenal adverse ‘effect
on our business. e '

' : Y . : . . : : :
We are dependent on third parties to supply all raw materials used in our products and to provide services for certaimcore:.
aspects of our business. Any interruption or failure by these suppliers, distributors and collaboration partners to, meet their
ohligations pursuant to various agreements with us could have a material adverse effect on our business, results, of operatmus,
financial condition and cash flows. :

" WWe rely on third parties to supply all raw materials used in our products. In addmon we rely on thlrd party supphers
distributors and collaboration partners to provide services for certain core aspects of our business, including manufacturing,
warehousing, distribution, custoiner service support, medical affairs services, clinical studies, sales and other techhical and financial -
services. All third party suppliers and contractors are subject to FDA, and very often’ DEA, requirements. Qur business and financial
viability are dependent on the continuéd supply by these third party suppliers, the regulatory compliance of these third parties, arid on
the strength, validity and terms of our various contracts with these third party manufacturers, distributes and collaboration partners.
Any interruption or failure by our suppllers distributors and collaboration partners to meet their gbligations pursuant to various
agreements with us could have a material adverse effect on our business, financial condition, results of opérations and cash flows. Th
addition, we have entered into minimum purchase requirement contracts with some of our third party raw material suppliers. If the
markét for the products that utilize these raw materials substantially contracts or disappears, we will.continue to be financially
obligated under these contracts and meeting such obligations could have a material adverse effect on our business.

For example, our subsidiary AMS, Inc. currently relies on single- or sole-source suppliers for certain raw materials and certam
components used in its male prostheses, many of its female products, its GreenLight ™ laser systems, and for the TherMatrx®
disposables. These sources of supply could encounter manufacturing difficulties or may unilaterally decide to stop supplying AMS,
Inc. because of product liability concerns or other factors. We and AMS, Inc. cannot be certain that we would be able to timely or cost-
effectively replace any of these sources upon any disruption due to the need to qualify alternate designs or sources. Any interruption or
failure by these sources to supply raw materials or components to AMS, Inc. could have a material adverse effect on sales of AMS,
Inc.’s products.
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We are dependent upon third parties to provide us with various estimates as a basis for our financial reporting. While we
undertake certain procedures to review the reasonableness of this information, we cannot obtain absolute assurance over the
accounting methods and controls over the information provided to us by third parties. As a result we are at risk of them providing us
with erroneous data which could have a material adverse impact on our business.

If our manufacturing facilities are unable to manufacture our products or the manufacturing process is interrupted due to
failure to comply with regulations or for other reasons, it could have a material adverse impact on our business.

In November 2010, we acquired Qualitest Pharmaceuticals’ pharmaceutical manufacturing facilities located in Huntsville,
Alabama-and Charlotte, North Carolina. The Qualitest Pharmaceuticals facilities currently manufacture many of the Qualitest
Pharmaceuticals products that we acquired. In connection with the AMS, Inc. acquisition, we acquired AMS, Inc.’s manufacturing
facilities in Minnesota and California, where many of AMS, Inc.’s products are made. In 2012, we began manufacturing in our facility
in Ireland. ~

If any of our manufacturing facilities fail to comply with regulatory requirements or encounter other manufacturing difficulties,
it could adversely affect our ability to supply products. All facilities and manufacturing processes used for the manufacture of
pharmaceutical products and medical devices must be operated in conformity with cGMP and, in the case of controlled substances,
DEA regulations. Compliance with the FDA’s cGMP and DEA requirements applies to both drug products seeking regulatory approval
and to approved drug products. In complying with cGMP requirements, pharinaceutical and medical device manufacturing facilities
must continually expend significant time, money and effort in production, record-keeping and quality assurance and control (and
design control for medical devices) so that their products meet applicable specifications and other requirements for product safety,
efficacy and quality. Failure to comply with applicable legal requirements subjects our manufacturing facilities to possible legal or
regulatory action, including shutdown, which may adversely affect their ability to supply us with product. Were we not able to
manufacture products at our manufacturing facilities because of regulatory, business or any other reasons, the manufacture and
marketing of these products would be interrupted. This could have a material adverse impact on our business, results of operation,
financial condltlon cash flows and competitive position.

The DEA llmnts the availability of the active ingredients used in many of our current products and products in development, as
well as the production of these products, and, as a result, our procurement and production quotas may not be sufficient to
meet commercial demand or complete clinical trials. »

The DEA regulates chemical compounds as Schedule I, II, ITI, IV or V substances, with Schedule I substances considered to
present the highest risk of substance abuse and Schedule V substances the lowest risk. The active ingredients in some of our current
products and products in development including oxycodone, oxymorphone, morphine, fentanyl, and hydrocodone, are listed by the
DEA as Schedule II or III substances under the Controlled Substances Act of 1970. Consequently, their manufacture, shipment,
storage, sale and use are subject to a high degree of regulation. For example, generally, all Schedule IT drug prescriptions must be
signed by a physician, physically presented to a pharmacist and may not be refilled without a new prescription.

Furthermore, the DEA limits the availability of the active ingredients used in many of our current products and products in
development, as well as the production of these products and, and we, or our contract manufacturing organizations, must annually
apply to the DEA for procurement and production quotas in order to obtain and produce these substances. As a result, our procurement
and production quotas may not be sufficient to meet commercial demand or to complete clinical trials. Moreover, the DEA may adjust
these quotas from time to time during the year, although the DEA has substantial discretion in whether or not to make such
adjustments. Any delay or refusal by the DEA in establishing our quotas, or modification of our quotas, for controlled substances
could delay or result in the stoppage of our clinical trials or product launches, or could cause trade inventory disruptions for those
products that have already been launched, which could have a material adverse effect on our business, financial position, results of
operations and cash flows.

’

We may not be able to maintain our current insurance policies covering our business, assets, directors and officers and
product liability claims and we may not be able to obtain new policies in the future.

Property, product liability, directors’ and officers’ and general liability insurance represent significant costs to us. Since the
events of September 11, 2001, and due to an increased focus on corporate governance in the U.S., and product liability lawsuits related
to pharmaceuticals and medical devices, liability and other types of insurance have, in some instances, become more difficult and
costly to obtain. As we continue to expand our portfolio of available products, we may experience an increase in the number of
product liability claims against us. Moreover, we may be subject to claims that are not covered by insurance. In addition, products for
which we currently have coverage may be excluded from coverage in the future. Certain claims may be subject to our self-insured
retention, exceed our policy limits or relate to damages that are not covered by our policy. In addition, product liability coverage for
certain pharmaceutical entities is becoming more expensive and increasingly difficult to obtain and, as a result, we may not be able to -
obtain the type and amount of coverage we desire or to maintain our current coverage. Unanticipated additional insurance costs could
have a material adverse effect on our results of operations and cash flows. There can be no assurance that we will be able to maintain
our existing insurance policies or obtain new policies in meaningful amounts or at a reasonable cost. Any failure to obtain or maintain
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any necessary insurance coverage could have a material adverse effect on our business, financial condition, results of operations and
cash flows. :

If we are unable to retain our key pérsonnel, and continue to attract additional professional staff, we may be unable to
maintain or expand our business.

Because of the specialized scientific nature of our business, our ability to develop products and to compete with our current and
future competitors will remain highly dépendent, in large part, upon our ability to attract and retain qualified scientific, technical and
commercial personriel. The loss of key scientific, technical and commercial personnel or the failure to recruit additional key scientific,
technical and commercial personnel could have a material adverse effect on our business. While we have consulting agreements with
certain key individuals and institutions and have employment agreements with our key executives, we cannot assure you that we will
succeed in retaining personnel or their services under existing agreements. There is intense competition for qualified personnel in the
areas of our activities, and we cannot assure you that we will be able to continue to attract and retain the qualified personnel necessary
for the development of our business.

Our revenues and operating results may fluctuate in future periods and we may fail to meet expectations, which may cause the
market value of the debt and equity securities issued by us to decline.

Our quarterly operating results are difficult to predict and may fluctuate significantly from period to period. Accordingly, one
cannot predict our quarterly financial results based on our full-year financial guidance. We cannot predict with certainty the timing or
level of sales of our products in the future. If our quarterly sales or operating results fall below the expectations of investors or
 securities analysts, the value of our securities could decline substantially. Our operating results may fluctuate due to various factors
including those set forth above. As a result of these factors, we believe that period-to-period comparisons of our operating results are
not a good indication of our future performance.

The trading prices of our securities may be volatile, and your investment in our securities could decline in value.

The market prices for securities of healthcare companies in general have been highly volatile and may continue to be highly
volatile in the future. For example, in'2012, our stock traded between $25.49 and $39.29 per share. The following factors, in addition
to other risk factors described in this section, may cause the market value of our securities to fluctuate: :

«  FDA approval or disapproval of any of the drug or medical device applications we have submitted;

« the success or failure of our clinical trials; , .

«  new data or new analyses of older data that raises potential safety or effectiveness issues concerning our approved products;
s product recalls;

+  competitors announcing technological innovations or new commercial products;

+ introduction of generic substitutes for our products, including the filing of ANDAs with respect to generic versions of our

branded products;
+ developments concerning our or others’ proprietary rights, including patents;
«  competitors’ publicity regarding actual or potential products under development; et

+ regulatory developments in the U.S. and foreign countries, or announcements relating to these matters;

+  period-to-period fluctuations in our financial results;

 new legislation in the U.S. relating to the development, sale or pricing of pharmaceuticals or medical devices;

+  adetermination by a regulatory agency that we are engaging or have engaged in inappropriate sales or marketing activities,
including promoting the: “off-label” use of our products;

+ litigation; and

«  economic and other external factors, including market speculation or disasters and other crises.

Our operations could be disrupted if our information systems fail or if we are unsuccessful in implementing nécessary
upgrades. -

Our business depends on the efficient and uninterrupted operation of our computer and communications systems and networks,’
hardware and software systems and our other information technology. If our systems were to fail or we are unable to successfully
expand the capacity of these systems, or we are unable to integrate new technologies into our existing systems, our operations and
financial results could suffer.

The publication of negative results of studies or clinical trials on pharmaceutical industry products may adversely impact our
sales revenue.

From time to time, studies or clinical trials on various aspects of pharmaceutical products are conducted by academics or others,
including government agencies. The results of these studies or trials, when published, may have a dramatic effect on the market for the
pharmaceutical product that is the subject of the study. The publication of negative results of studies — or clinical trials related to our
products or the therapeutic areas in which our products compete — could adversely affect our sales, the prescription trends for our
products and the reputation of our products. In the event of the publication of negative results of studies or clinical trials related to our
products or the therapeutic areas in which our products compete, our business, financial condition, results of operations and cash flows
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could be materially adversely affected. In addition, on September 27, 2007, Congress enacted requirements for the reporting of clinical
trial information by, expanding the type of clinical trials for which a sponsor or investigator of a drug, medical device or biological
product clinical trial must register and provide results to the National Institutes of Health (NIH) for inclusion in the publicly-available
Clinical Trial Registry database of clinical trials. It remains unclear what impact the publication of clinical research data will have for
our products.

The regulatory approval procéss outside the U.S. varies de[fending on foreign regulatory requirements, and failure to obtain
regulatory approval in foreign jurisdictions would prevent the marketing of our products in those jurisdictions.

We have worldwide intellectual property rights to market many of our products and product candidates. We intend to seek
approval to market certain of our products outside of the U.S. To market our products in the European Union and other foreign
jurisdictions, we must obtain separate regulatory authorization and comply with numerous and varying regulatory requirements.
Approval of a product by the comparable regulatory authorities of foreign countries must be obtained prior to manufacturing or
marketing that product in those countries. The approval procedure varies among countries and can involve additional testing, and the
time required to obtain approval may differ from that required to obtain FDA approval. The foreign regulatory approval process
includes all of the risks associated with obtaining FDA approval set forth herein and approval by the FDA does not ensure approval by
the regulatory authorities of any other country, nor does the approval by foreign regulatory authorities in one country ensure approval
by regulatory authorities in other foreign countries or the FDA. If we fail to comply with these regulatory requirements or obtain and
maintain required approvals, our target market will be reduced-and our ability to generate revenue from abroad will be adversely
affected.

If we are required to pay on unindemnified claims or if the indemnitors default on their obligations, the outcome of the Redux
litigation could materially harm us.

On Septembér 15, 1997, Indevus (then known as Interneuron Pharmaceuticals, Inc.) announced a market withdrawal of its first
commercial prescription product, the anti-obesity medication Redux (dexfenfluramine hydrochloride capsules C-IV), which had been
launched in June 1996 by its licensee, American Home Products Corporation, which became Wyeth and was later acquired by Pfizer.
The withdrawal of Redux was based on a preliminary analysis by the FDA of potential abnormal echocardiogram findings associated
with certain patients taking Redux or the combination of fenfluramine with phentermine. Following the withdrawal, Indevus was
named, together with other pharmaceutical companies, as a defendant in several thousand product liability legal actions in federal and
state courts relating to the use of Redux and other weight loss drugs. Fewer than 36 cases are still pending against Indevus. The
existence of such litigation may materially adversely affect our business. In addition, although we are unable to predict the outcome of
any such litigation, if successful uninsured or insufficiently insured claims, or if a successful indemnification claim, were made against
us, our business, financial condition and results of operations could be materially adversely affected. In addition, the uncertainties
associated with these Iégal actions may have an adverse effect on the market price of our common stock and on our ability to obtain
product liability insurance for other products at costs acceptable to us, or at all, which may materially adversely affect our business,
financial condition and results of operations.

On May 30, 2001, Indevus (then known as Interneuron Pharmaceuticals, Inc.) entered into an Indemnity and Release Agreement
with Wyeth-(then known as American Home Products Corporation and referred to herein as Wyeth), which provided for
indemnification of Redux-related claims brought by plaintiffs who initially opted out of Wyeth’s national class action settlement of
diet drug litigation and by those claimants who allege primary pulmonary hypertension. This agreement also provided for funding of
all defense costs related to all Redux-related claims and provided for Wyeth to fund through May 31, 2012 certain additional insurance
coverage to supplement the Company’s existing product liability insurance. However, there can be no assurance that uninsured or
insufficiently insured Redux-related claims or Redux-related claims for which we are not otherwise indemnified or covered under the
indemnity and release agreement will not have a material adverse effect on our future business, results of operations or financial
condition or that the potential of any such claims would not adversely affect our ability to obtain sufficient financing to fund
operations. Additionally, there is no assurance that as indemnitor, Wyeth will remain solvent and able to respond to all claims covered
by the indemnity and release agreement. We are unable to predict whether the existence of such litigation may adversely affect our
business. :

Pursuant to agreements we have with Les Laboratories Servier, from whom Indevus in-licensed rights to Redux, Boehringer
Ingelheim Pharmaceuticals, Inc., which assembled Redux, and other parties, we may be required to indemnify such parties for Redux-
related liabilities. We are unable to predict whether such indemnification obligations, if they arise, may adversely affect our business.

Agreements between branded pharmaceutical companies and generic pharmaceutical companies are facing increased
government sgrutiny in both the U.S. and abroad. .

We are involved in humerous patent litigations in which generic companies challenge the validity or enforceability of our
products’ listed patents and/or the applicability of these patents to the generic applicant’s products. Likewise, our Qualitest segment is
also involved in patent litigations in which we challenge the validity or enforceability of innovator companies’ listed patents and/or
their applicability to our generic products. Therefore, settling patent litigations has been and is likely to continue to be part of our
business. Parties to such settlement agreements in the U.S., including us, are required by law to file them with the FTC and the
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Antitrust Division of the DOJ for review. The FTC has publicly stated that, in its view, some of these settlement agreements violate the
antitrust laws and has brought actions against some brand and generic companies that have entered into such agreements. Accordingly,
we may receive formal or informal requests from the FTC for information about a particular settlement agreement, and there is a risk
that the FTC may commence an action against us alleging violation of the antitrust laws. Any adverse outcome of these actions or
investigations could have a significant adverse effect on our business, financial condition and results of operations. In addition, some
members of Congress have proposed legislation that would limit the types of settlement agreements generic manufacturers can enter
into with brand compatiies. In additiori,'the U:S. Supreéme Court will review a case involving such settleinents during its 2013 term.
The impact of such pending litigation, legislative proposals and Supreme Court réview is uncertain and could adversely affect our -
business, financial condition and results of operations. :

While healthcare reform may increase the number of patients who have insurance coverage for qur products, its cost
containment measures may adversely affect reimbursement for our products.

In March 2010, President Obama signed into law healthcare reform legislation. This legislation has both current and longer-term
impacts on us, as discussed below.

The provisions of this healthcare reform legislation have already become or will become effective on various dates over the next
several years. The principal provisions affecting us. provide for the following: , _ :

«  anincrease in the statutory minimum rebates a manufacturer must pay under the Medicaid Drug Rebate Program to 23.1%
and 13% of the average manufacturer price for most branded and generic drugs, respectively (effective January 1, 2010);

. extension of Medicaid prescription drug rebates to drugs dispensed to enrollees in certain Medicaid managed care
organizations (effective March 23, 2010); . '

«  an increase in the additional Medicaid rebates for “new formulations” of oral solid dosage forms of innovater drugs;

« the revision of the average manufacturers’ price, or AMP, definition to remove the “retail pharmacy class of trade” (effective
October 1, 2010); ‘

«  expansion of the types of institutions eligible for the “Section 340B discounts” for outpatient drugs provided to hospitals
meeting the qualification criteria under Section 340B of the Public Health Service Act of 1944 (effective January 1, 2010)
(340B Pricing); S

«  anew Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 50% point-of sale
discounts off negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a
condition of the manufacturer’s outpatient drugs to be covered under Medicare Part D (effective January 1, 2011);

«  an annual fee payable to the federal government (which is not deductible for U.S. income tax purposes) based on our prior-
calendar-year share relative to other companies of branded prescription drug sales to specified government programs -
(effective January 1, 2011, with the total fee to be paid éaqh year by the pharmaceutical industry increasing annually through
2019);

«  adeductible 2.3% excise tax on any entity that manufactures or imports medical devices offered for sale in the U.S., with
limited exceptions (effective January 1, 2013); '

+  new requirements to report certain financial arrangements with physicians and teaching hospitals, including reporting any
“transfer of value” made or distributed to physicians and teaching hospitals and reporting any investment interests held by
physicians and their immediate family members during each calendar year (with the effective date to be clarified in the final
regulations); Co ' : :

+  anew requirement to annually report drug samples that manufacturers and distributors provide to physicians (effective
April 1, 2012); :

«  creation of the Independent Payment Advisory Board which will have authority to recommend certain changes to the
Medicare program that could result in reduced payments for items and services (recommendations could have the effect of
law even if Congress does not act on the recommendations, and the implementation of changes based upon Independent
Payment Advisory Board recommendations may affect payments beginning in 2015); and ' .

.. establishment of a Center for Medicare Innovation at the Centers for Medicare & Medicaid Services to test innovative
payment and service delivery models to lower Medicare and Medicaid spending, potentially including prescription drug
spending, (beginning January 1, 2011).

«  creation of the Patient-Centered Outcomes Research Institute, an independent, non-paftisan organization established by
Congress to fund research into evidence-based information abouttreatment options-{established in 2010; first grants
approved in December 2012). ’ ' : ‘

A number of the provisions of #ii§ healthcare reform legislation nay adversely affect reimbursement for our : "
products. Additionally, the best price requirements with respect to Medicaid rebates have traditionally been a significahtconsideration
with respect to the level of rebates in our Medicare and commercial contracting. Healthcare reform legislation’s effects on rebate

amounts could adversely impact our future results of operations.

Over the next few years, regulations and guidance implementing this healthcare reform legislation as well as additional
healthcare reform proposals may have a financial impact on the Company. In addition, healthcare reform legislation requires that,
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except in certain circumstances, individuals must obtain health insurance beginning in 2014, and it also provides for an expansion of
Medicaid coverage in 2014. It is expected that, as a result of these provisions, there will be a substantial increase in the number of
Americans with health insurance beginning in 2014, a significant portion-of whom will be eligible for Medicaid. We anticipate that
this will increase demand for pharmaceutical products and medical devices overall. However, in view of the many uncertainties,
including but not limited to pending litigation challenging the new law and changes in the partisan composition of Congress, we are
unable at this time to determine whether and to what. extent sales of our prescription pharmaceutical products or medical devices in the
U.S. will be impacted.

Our Consolidated Financial Statements may be impactéd in future periods based on the accuracy of our valuations of each of
our acquired businesses.

Accounting for our acquisitions involves complex and subjective valuations of the assets, liabilities, and noncontrolling interests
of the acquired entities, which will be recorded in the Company’s Consolidated Financial Statements pursuant to the general
accounting rules applicable for business combinations. Differences between the inputs and assumptions used in the valuations and
actual results could have a material effect on our Consolidated Financial Statements in future periods.-

If HealthTronics, Inc. is not able to establish or maintain relationships with physicians and hospitals; its abi_lity to successfully
commercialize current or future service offerings will be materially harmed.

HealthTronics, Inc. is dependent on healthcare providers in two respects. First, if physicians anid hospitals and other healthcare
facilities, which HealthTronics, Inc. réfers to as Customers, determine that HealthTronics, Inc.’s setvices are not of sufficiently high
quality or reliability, or if its Custoniers determine that its services are not cost-effective, they will not utilize HealthTronics, Inc.’s
services. In addition, any. change in the rates of or conditions for reimbursement could substantially reduce (1) the number of '
procedures for which HealthTronics, Inc. or its Customers can'obtain reimbursement or (2) the amounts reimbursed to HealthTronics,
Inc. or its Customers for services provided by HealthTronics, Inc. If third-party payors reduce the amount of their payments to
Customers, HealthTronics, Inc. Customers may seek to reduce their payments to HealthTronics, Inc. or seek an alternate supplier of
services. Because unfavorable reimbursement policies have constricted and may continue to constrict the profit margins of the
hospitals and other healthcare facilities which HealthTronics, Inc. bills directly, HealthTronics, Inc. may need to lower fees to retain
existing customers and attract new ones. These reductions could have a significant adverse effect on revenues and financial results of
HealthTronics, Inc. by decreasing demand for its services or creating downward pricing pressure. Seépnd, physicians generally own
equity interests in the HealthTronics, Inc.’s partnerships. HealthTronics, Inc. provides a variety of services to the partnerships and, in
general, manages the partnerships’ day-to-day affairs. HealthTronics, Inc. operations could Become‘disrupted, and financial results
adversely affected, if these physician partners became dissatisfied with HealthTronics, Inc.’s services, if these physici‘an partners
believe that its competitors or other persons provide higher quality services or a more cost-beneﬁc1a] model or service, or if
HealthTronics, In¢. became involved in ‘disputes with its partners.

Our sales may be adversely affected if physnclans do not recommend or use AMS, Inc.’s products

We rely upon physwlans to recommend or use AMS Inc.’s products Many of AMS, Inc.’s products are based on new treatment
methods. Acceptance of AMS, Inc.’s products is dependent on educating the medical community as to the distinctive characteristics,
perceived benefits, clinical efficacy, potential #isks and cost-effectlveness of our products, inctuding these of AMS, Inc., compared to
competitive products, and on training physicians in the proper application of our products. We believe AMS, Inc.’s products address
major market opportunities and significarit patient needs, but if we are unsuccessful in educating physicians about the risks and
benefits of AMS, Inc.’s products, or such products are 1dent1ﬁed 1n I’egulatory agency pubhc health communications, our sales and
earnings could be adversely affected.

'

We are subject to health information prlvacy and security standards that include penaltles for noncompliance.

The administrative s1mp11ﬁcatlon section of HIPAA i imposes stringerit requlrements on “covered entifies” (healthcare providers,
health plans and healthcare clearinghouses) to safeguard the privacy and security of 1nd1v1dually-1dent1ﬁable health information.
Certain of our operations are subject to these requ1rements and we believe that we are in compliance with'the applicable standards.
Penalties for noncompliance with these rulés include both criminal and civil penalties. In addition; the Health Information Technology
for Economic and Clinical Health Act (included in the American Recovery and Reinvestment Act of 2009) and it’s implementing .
regulatlons collectwely HITECH expanded federal health information privacy and security protectigns. Among other things, . ,
HITECH makes certain of HIPAA’s privacy and security standards directly applicable to “business associates”™ independent
contractors‘or agents of covered entities that receive or obtain ptotected health information in connection with providing a service on
behalf of a covered entity. HITECH also set forth new notification requiréments for certain security breaches, increased the civil
penalties that may be imposed against covered entities, business associates and possibly other petson$ for HIPAA violations, and gave
state attorneys general new authority to file clvil actions for damages or injunctions in federal courts to enforce HIPAA and séek
attomey s fees and costs assocnated Wlth pursumg federal cwﬂ actions.

'

50



New and proposed federal and state laws and regulatory initiatives relating to various initiatives in healthcare reform (such as
improving privacy and the security of patient information and combating healthcare fraud) could require us to:expend
substantial sums to appropriately respond to and comply with:this broad variety of legislation (such as acquiring and
implementing new information systems for privacy and security protection), which could negatively impact our business,
results of operations, financial condition and cash flows. o

Recent legislative and regulatory initiatives at the state and federal levels addréss concerns about the privacy and secutity of
health information. HITECH expands the health information privacy and security protections under HIPAA and imposes new
obligations to notify individuals and the Department of HHS Office for Civil Rights, or OCR, of breaches of certain unsecured health
information. We do not yet know the total financial or other impact of these laws and regulations on us. Continuing compliance with
these laws and regulations may require us to spend substantial sums, including, but not limited to, purchasing new information
technology, which could negatively impact financial results. Additionally, if we fail to comply with the HIPAA privacy, security and
breach notification standards, we could suffér civil penalties of up to $1,500,000 per calendar year for violations of an identical
standard and criminal penalties of up to $250,000 and 10 years in prison for offenses committed with the intent to sell, transfer, or use
individually identifiable health information for commercial advantage, personal gain or malicious harm. In addition, healthcare
providers will continye to remain subject to any state laws that are more restrictive than the federal privacy regulations. These privacy
laws vary by state and could impose additional penalties. - ) )

The provisions of HIPAA criminalize situations that previously were handled exclusively civilly through repayments of
overpayments, offsets and fines by creating new federal healthcare fraud crimes. Further, as with the federal laws, general state
criminal laws may beused to prosecute healthcare fraud and abuse. We believe that our business arrangements and practices comply
with existing healthcare fraud and abuse laws. However, a violation could subject us to penalties, fines and/or possible exclusion from
Medicare or Medicaid. Such sanctions could significantly reduce our financial results.

Future healthcare legislatidn and regulation or other changes in the administration of or interpretation of existing legislation or .
regulations regarding governmental healthcare programs could have an adverse effect on our business and the results of our
operations. ’ ‘

We may be required to modify HealthTronics, l”nc.’s agreements, operations, marketing and expansion strategies in response
to changes in the statutory and regulatory environment. i o

We regularly monitor developments in statutes and regulations relating to our business. See the risk described under the caption
“We are subject to various regulations pertaining to the marketing of our products and services” We may be required to modify our
agreements, operations, marketing and expansion strategies from time to time in response to changes in the statutory and regulatory
environment. We carefully structure all of our and HealthTronics, Inc.” agreements, operations, marketing and strategies, although we
can provide no assurance that these arrangements will not be challenged successfully.

HealthTronics, Inc. and AMS, Inc. could be ﬁdversely affected by special risks and requirements related to their medical .
products manufacturing businesses. P ‘

HealthTronics, Inc. and AMS, Inc. are subject to various risks and requirements associated with being medical éciuipment , |
manufacturers, which could have adverse effects. These include the following:

.

«  the need to comply with applicable FDA and foreign regulations relating to cGMP and medical device approval, clearance or
_certification requirements, and with state licensing requirements; _ ,
«  the need for special non-governmental certifications and registrations regarding product safety, product quality and
manufacturing procedures in order to market products in the European Union, i.e. EN ISO certifications;
«  the fact that in some foreign: countries, medical devive sales are strongly determined by the reimbursement policies of .
. statutory and private health insurance companies, i.e., if insurance companies decline reimbursement for HealthTronics, Inc.’s
“or AMS, Inc.’s products, sales may be adversely affected; '

+  potential product liability claims for any defective or allegedly defectivé goods that are distﬁbut.ed;y_and

. ‘the need for research and q§veloph1ent expenditures to develop or enhance products and compete in the e'quipmeht'markets.

Our pathology laboratory business is heavily regulated, which poses significant compliance risks for the business and places
constraints on business opportunities. ' o o o -

We are subject to varioys federal and state laws and regulations. Among the applicable federal laws and regulations ate the Stark
Law, Anti-Kickback Statute, False Claims Act, and Clinical Laboratory Improvement Amendments, or CLIA, and similar state »
licensure Jaws as well as;associated regulations and anti-markup regulations, reassignment regulations, and Medicare usual charge .
regulations, The applicable state laws and regulations include account billing statutes and regulations of various forms (including
direct billing, anti-markup, and disclosure statutes and regulations), fee-splitting statutes and regulations, anti-kickback statutes and
regulations, self-referral statutes and regulations, lab licensure and certification statutes and regulations, and insurance fraud statutes
and regulations. If it is determined that any aspect of our pathology laboratory services business model or any specific pathology
laboratory services facility or partnership is not in compliance with any of these laws or regulations, this could threaten our ability to
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carry on aspects of the business model, the business model in its entirety, or activities relating to one or more facilities or partnerships.
Noncompliance could also expose the Company to federal or state enforcement actions or other proceedings or private lawsuits or
other proceedings against the Company. Our obligation to operate the pathology laboratory services unit within the strictures of
various applicable federal and state laws and regulations constrains our ability to implement new strategies for generating business
opportunities. In the future, additional laws and regulations may arise at the federal or state level in the pathology laboratory services
field that may create additional uncertainty, negatively impact results for this unit, or jeopardize the functioning of aspects of the
business model, the business model in its entirety, or specific facilities or partnerships.

International operations of our AMS segment could expose us to various risks, including risks related to fluctuations in foreign
currency exchange rates.

Our AMS segment derives a significant portion of its net sales from operations-in international markets. In 2012 and 2011,
34.6% and 32.6%, respectively, of our AMS segment’s total revenues were to customers outside the U.S. Some of these sales were to
governmental entities and other organizations with extended payment terms. A number of factors, including differing economic
conditions, changes in political climate, differing tax structures, changes in diplomatic and trade relationships, and political or
economic instability in the countries where AMS, Inc. does business, could affect payment terms and AMS, Inc.’s ability to collect
foreign receivables. We have little influence over these factors and changes could have a material adverse impact on our business. In
addition, foreign sales are influenced by fluctuations in currency.exchange rates, primarily the euro, British pound, Canadian dollar,
Australian dollar, and Swedish krona. Increases in the value of the foreign currencies relative to the U.S. dollar would positively
impact our earnings and decreases in the value of the foreign currencies relative to the U.S. dollar would negatively impact our
earnings.

The risks of selling and shipping produ&s and of purchasing components and products internationally may adversely impact
our revenues, results of operations and financial condition.

The sale and shipping of AMS, Inc.’s products and services across international borders is subject to extensive U.S. and foreign
governmental trade regulations, such as various anti-bribery laws, including the U.S. Foreign Corrupt Practices Act, export control
laws, customs and import laws, and anti-boycott laws. Our failure to comply with applicable laws and regulations could result in
significant criminal, civil and administrative penalties, including, but not limited to, imprisonment of individuals, fines, denial of
export privileges, seizure of shipments, restrictions on certain business activities, and exclusion or debarment from government
contracting. Also, the failure to comply with apphcable legal and regulatory obligations could result in the disruption of our shipping
and sales activities.

In addition, some countries in which AMS Inc. sells products are, to some degree, subject to political, economic and/or social
instability. AMS, Inc.’s international sales operations expose us and our representatives, agents and distributors to risks inherent in
operating in foreign jurisdictions. These risks include: _ ,

* the imposition of additional U.S. and foreign governmental controls or regulations;

» the imposition of costly and lengthy new export licensing requirements;

* the imposition of U.S. and/or international sanctions against a country, company, person or entity with whom the company
does business that would restrict or prohibit continued business with the sanctioned couniry; company, person or entity;

*  economic instability or disruptions, including local and regional mstablhty, or disruptions due to natural disasters, such as
severe weather and geological events;

*  changes in duties and tariffs, license obligations and other non-tariff barriers to trade;

e the imposition of new trade restrictions;

*  imposition of restrictions on the activities of foreign agents, representatives and distributors;

*  scrutiny of foreign tax authorities which could result in significant fines, penalties and additional taxes being imposed on us;

*  pricing pressure that we may experience internationally;

* laws and business practices favoring local companies;

» difficulties in enforcing or defending intellectual property ri ghts and

*  exposure to different legal and political standards due to our conducting business i in several foreign countries.

We cannot provide assurance that one or more of these factors will not harm our business and we are experiencing fluidity in
regulatory and pricing trends as a result of healthcare reform. Any material decrease in AMS, Inc.’s international sales would
adversely impact AMS, Inc.’s results of operations and financial condition.

Worldwide economic conditions may adversely affect our business, operating results and financial condition.

We believe that worldwide economic conditions have resulted and may continue to result in reductions in the procedures using
AMS, Inc.’s products. Although a majority of AMS, Inc.’s products are subject to reimbursement from third-party government and
non-governmental entities, some procedures that use AMS, Inc.’s products can be deferred by patients. In current economic
conditions, patients may not have employer-provided healthcare or be as willing to take time off from work or spend their money on
deductibles and co-payments often required in connection with the procedures that use AMS, Inc.’s products. Beyond patient demand,
hospitals and clinics may be less likely to purchase capital equipment in the current economic conditions and credit environment.
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Economic conditions could also affect the financial strength of AMS, Inc.’s vendors and their ability to fulfill their commitments to
AMS, Inc.; and the financial strength of AMS, Inc.’s customers and its ability to collect accounts receivable. While AMS, Inc. believes
that worldwide economic conditions may have contributed to a softening in AMS, Inc.’s recent revenue growth rates, the specific
impact is difficult to measure. We cannot predict how these economic conditions will impact future sales, cost of goods sold, or bad
debt expense. '

. +

We havé indebtedness which could adversely affect our financial position and prevent us from fulfilling our obligations under
such indebtedness.

We currently have a substantial amount of indebtedness. As of December 31, 2012, we have total debt of approximately $3.2
billion in aggregate principal amount. This debt primarily consists of $1.3 billion of senior notes, $1.5 billion secured term loan
indebtedness and $0.4 billion of convertible senior subordinated notes. As of December 31, 2012, we have availability of $0.5 billion
under our revolving credit facility, not including an up to $0.5 billion uncommitted expansion option available under our 2011 Credit
Facility, subject to satisfaction of certain conditions. We may also incur significant additional indebtedness in the future. Our
substantial indebtedness may: . - -

« :make it difficult for us to satisfy our financial obligations, including making scheduled principal and interest payments on the
notes and our other indebtedness; :

«  limit our ability to borrow additional funds for working capital, capital expenditures, acquisitions or other general business
purposes; ' ' -

« limit our ability to use our cash flow or obtain additional financing for future working capital, capital expenditures,
acquisitions or other general business purposes;

«  require us to use a substantial portion of our cash flow from operations to make debt service payments;

« Tlimit our flexibility to plan for, or react to, changes in our business and industry;

«  place us at a competitive disadvantage compared to our less leveraged competitors; and

«  increase our vulnerability to the impact of adverse economic and industry conditions.

Despite our current level of indebtedness, we may still be able to incur substantially more indebtedness. This could exacerbate
the risks associated with our substantial indebtedness.

We and our subsidiaries may be able to incur substantial additional indebtedness in the future, including potential additionat
secured indebtedness pursuant-to the uncommitted expansion option under our 2011 Credit Facility, subject to satisfaction of certain
conditions, and subsidiary indebtedness to which the notes would be effectively subordinated. The terms of the indentures will limit,-
but not prohibit, us or our subsidiaries from incurring additional indebtedness, but these limits are subject to significant exceptions and
do not lifnit liabilities that do not constitute debt. If we incur any additional indebtedness that ranks equally with the notes and the
guarantées, the holders of that indebtedness will be entitled to share ratably with the holders of the notes and the guarantees in any
proceeds distributed in connection with any insolvency, liquidation, reorganization, dissolution or other winding-up of us. This may
have the effect of reducing the amount of proceeds paid to you. If new indebtedness is added to our current debt levels, the related
risks that we and our subsidiaries now face could intensify.

Covenants in our debt agreements restrict our business in many ways.

The indentures governing the notes and the agreements governing the 2011 Credit Facility and other outstanding indebtedness

subject us to various covenants that limit our ability and/or our restricted subsidiaries’ ability to, among other things:

«  incur or assume liens or additional debt or provide guarantees in respect of obligations of other persons;

+  issue redeemable stock and preferred stock;

»  pay dividends or distributions or redeem or repurchase capital stock;

*  prepay, redeem or repurchas‘e' debt;

«  make loans, investments and capital expenditures;

«  enter into agreements that restrict distributions from our subsidiaries;

+ sell assets and capital stock of our subsidiaries;

«  enter into certain transactions with affiliates; and

« consolidate or merge with or into, or sell substantially all of our assets to, another person.

A breach of any of these covenants could result in a default under our indebtedness, inciuding the 2011 Credit Facility and/or the
notes. o - ‘
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We are a holding company with no direct operations and will depend on the business of our subsidiaries to satlsfy our
obligations under our indebtedness.

We are a holding company with no direct operations. Our principal assets are the equity interests we hold in our operating
subsidiaries. Our subsidiaries will conduct substantially all of the operations necessary to fund payments on our indebtedness. Our
subsidiaries are legally distinct from us and have no obligation to make funds available to us. Our ability to make payments on our
indebtedness will depend on our subsidiaries’ cash flow and their payment of funds to us. Our subsidiaries’ ability to make payments
to us will depend on:

» their earnings;

*  covenants contained in our debt agreements and the debt agreements of our subsidiaries;

*  covenants contained in other agreements to which we or our subsidiaries are or may subsidiaries are or may become subject;
*  business and tax considerations; and

+  applicable law, including state laws regulating the payment of dividends and distributions.

We cannot assure you that the operating results of our subsidiaries at any given time will be sufficient to make distributions or
other payments to us or that any distributions and/or payments will be adequate to pay principal and interest, and any other payments
our indebtedness when due.

Our variable rate indebtedness exposes us to interest rate risk, which could cause our debt costs to increase significantly.

A substantial portion of our borrowings under the 2011 Credit Facility are at variable rates of interest, exposing us to interest
rate risks. We are exposed to the risk of rising interest rates to the extent that we fund our operations with short-term or variable-rate
borrowings. As of December 31, 2012, our total aggregate principal of debt consists of approximately $1.5 billion of floating-rate
debt. Based on this amount, a 1% rise in interest rates would result in approximately $15 million in incremental annual interest
expense. If London Inter-Bank Offer rates (LIBOR) increase in the future, then our floating-rate debt could have a material effect on
our interest expense.

We may be unable to repay or repurchase amounts outstanding on our indebtedness at maturity.

At maturity, the entire outstanding principal amount of our indebtedness, together with accrued and unpaid interest, will become
due and payable. We may not have the funds to fulfill these obligations or the ability to refinance these obligations. If the maturity date
occurs at a time when other arrangements prohibit us from repaying our indebtedness, we would try to obtain waivers of such
prohibitions from the lenders and holders under those arrangements, or we could attempt to refinance the borrowings that contain the
restrictions. If we could not obtain the waivers or refinance these borrowings, we would be unable to repay our indebtedness.

To service our indebtedness, we will require a significant amount of cash. If we fail to generate sufficient cash flow from future
operations, we may have to refinance all or a portion of our indebtedness or seek to obtain additional financing.

We expect to obtain the funds to pay our expenses and the amounts due under our indebtedness primarily from operations. Our
ability to meet our expenses and make these payments thus depends on our future performance, which will be affected by financial,
business, economic, competitive, legislative, regulatory and other factors, many of which are beyond our control. Our business may
not generate sufficient cash flow from operations in the future and our currently anticipated growth in revenue and cash flow may not
be realized, either or both of which could result in our being unable to pay amounts due under our outstanding indebtedness, or to fund
other liquidity needs, such as future capital expenditures. If we do not have sufficient cash flow from operations, we may be required
to refinance all or part of our then existing indebtedness, sell assets, reduce or delay capital expenditures or seek to raise additional
capital, any of which could have a material adverse effect on our operations. There can be no assurance that we will be able to
accomplish any of these alternatives on terms acceptable to us, or at all. Our ability to restructure or refinance our indebtedness,
including the notes, will depend on the condition of the capital markets and our financial condition at such time. Any refinancing of
our debt could be at higher interest rates and may require us to comply with more onerous covenants, which could further restrict our
business operations. In addition, the terms of existing or future debt agreements, including the indentures governing the notes, may
restrict us from adopting any of these alternatives. Any failure to make scheduled payments of interest or principal on our outstandlng
indebtedness would likely result in a reduction of our credit rating, which could negatively impact our ability to incur additionl
indebtedness on commercially reasonable terms or at all. The failure to generate sufficient cash flow or to achieve any of these
alternatives could materially adversely affect the value of our notes, our business, financial condition and other results of operations,
and our ability to pay the amounts due under the notes and our other indebtedness.

Our failure to comply with the agreements relating to our outstanding indebtedness, including as a result of events beyond our
control, could result in an event of default under our outstanding indebtedness that could materially and adversely affect our
results of operations and our financial condition.

If there were an event of default under any of the agreements relating to our outstanding indebtedness, the holders of the
defaulted debt could cause all amounts outstanding with respect to that debt to be due and payable immediately and our lenders could
terminate all commitments to extend further credit. The instruments governing our debt contain cross-default or crass-acceleration
provisions that may cause all of the debt issued under such instruments to become immediately due and payable as a result of a default
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under an unrelated debt instrument. An event of default or an acceleration under one debt agreement could cause a cross-default or
cross-acceleration of other debt agreements. Upon acceleration of certain of our other indebtedness, holders of the notes could declare
all amounts outstanding under the notes immediately due and payable. We cannot assure you that our assets or cash flow would be
sufficient to fully repay borrowings under our outstanding debt instruments if thcgobliga}tions thereunder were accelerated upon an
event of default. Further, if we are unable to repay, refinance or restructure our secured debt, the holders of such debt could proceed
against the collateral securing that indebtedness. We have pledged substantially all of our assets as collateral under the 2011 Credit
Facility. If the lenders under the 2011 Credit Facility accelerate the repayment of borrowings, we may not have sufficient assets to
repay the obligations outstanding under the 2011 Credit Facility and our other indebtedness, including the notes. Furthermore, our
borrowings under the 2011 Credit Facility are expected to be at variable rates of interest and expose us to interest rate risk. If interest
rates increase, our debt service obligations on the variable rate indebtedness would increase even though the amount borrowed
remains the same, and our net income would decrease. For a description of our indebtedness, see Note 19. Debt in the Consolidated
Financial Statements, included in Part IV, Item 15. of this report "Exhibits, Financial Statement Schedules".

Account data breaches involving customer or patient data stored could adversely affect our reputation and HealthTronics
segment revenues. ’

Through our HealthTronics Information Technology Solutions component of our HealthTronics segment, we store customer and
patient data. Breaches of the systems storing such data could lead to reputational damage and claims against us. If we are sued in
connection with any material data security breach, we could be involved in protracted litigation, including potential class action
lawsuits. If unsuccessful in defending such lawsuits, we may have to pay damages or change our business practices or pricing
structure. In addition, any reputational damage resulting from data breach could decrease the use of our services, which could have a
material adverse effect on our service business revenues and future growth prospects of our HealthTronics segment.

Item 1B. Unresolved Staff Comments
None.
Item 2. Properties

Our significant properties at December 31, 2012 are as follows:

Approximate

Location Purpose ) ' ' ) Square Footage Ownership
Corporate Properties: '
Malvern, Pennsylvania "Corporate Headquarters 299,000 Leased(l)
Aastin, Texas o , . Shared Services Center : : ) 15,730  Leased(2)
Chadds Ford, Pennsylvania . * .. Former Corporate Headquarters* . 47,756 Leased(3)
Chadds Ford, Pennsylvania Former Corporate‘Headquarters* ) 64,424 Leased(4)
Chadds Ford, Pennsylvania Former Corporaté Headquarters* ) . 48,600 Leased(S)
Chadds Ford, Pennsylvania Former Corporaté Headquarters* . 23,949 Leased(6)
Endo Pharmaceuticals Segment Properties: e .
Cranbury, New Jersey Distribution/Manufacturing . 51,000 Leased(7)
Qualitest Segment Properties: . . i
Westbury, New York Research & Development 24,190 Leased(8)
Huntsville, Alabama Qualitest Pharmaceuticals Headquarters/Distribution 280,000 Owned
Huntsville, Alabama Distribution/Manufacturing/Laboratories ' ' 180,000 Owned
Huntsville, Alabama ’ Distribution/Manufacturing/Laboratories ‘ 309,000 Owned
Charlotte, North Carolina ’ Distributioﬁ/Manufacturing/Laboratories 60,000 Owned
Charlqpte, North Carolina o Distributibn ’ ‘ 58,000 Leased(9)
AMS Se'gsm‘ent fronerﬁésﬁ ) , o
Minnetonka, Minnesota ) . AMS, Inc. Headquarters/Warehouse/Research & D,,evelopmgnt/Manufacturﬁng 7 N 230,000 dwned
Westmeath, Ireland AMS, Iné. Manufacturing . . ) r 33,700 Leased(10)
San Jose, California AMS, Inc. Office/Manufacturing/Research & Development/Warehouse } 68,644 Leased(1l) .
HealthTronics Segment Properties:

Austin, Texas’ 2 " HealthTronics, In¢. Headquarters and Manufacturing/Sérvice Center 80,236 Leased(12)

(1) Lease term ends December, 2024
(2) Lease term ends December, 2017
(3) Lease term ends August, 2013
(4) Lease term ends January, 2015
(5) Lease term ends March, 2018

(6) Lease term ends January, 2015
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(7) Lease term ends March, 2015

(8) Lease term ends May, 2015. In connection with the consolidation of our generics research and development operations to Huntsville, Alabama, we exited this
facility in February 2013.

(9) Lease term ends May, 2021

(10) Initial lease term ends January, 2021

(11) Lease term ends October, 2016

(12) Lease term ends December, 2017

*  In connection with the relocation of our headquarters to Malvern, Pennsylvania, we exited these properties in early 2013,

Item 3. Legal Proceedings

The disclosures under Note 15. Commitments and Contingencies in the Consolidated Financial Statements, included in Part IV,
Item 135. of this report "Exhibits, Financial Statement Schedules" are incorporated in this Part I, Item 3. by reference.

Item 4. Mine Safety Disclosures

None.



PART II

Item S. Market for Registrant’s Common Equity, Related Stockholder Matters and Issuer Purchases of Equity Securities

Market Information. Our common stock is traded on the NASDAQ Global Select Market under the symbol “ENDP”. The
following table sets forth the quarterly high and low share price information for the periods indicated. The prices shown represent
quotations between dealers, without adjustment for retail markups, markdowns or commissions, and may not represent actual
transactions. .

Endo Common Stock
‘ High Low
Year Ended December 31, 2012
ISt QUATTET ... cervcverrerereeeeeeeeetsesener e sibes sttt st a bbb bbbt $ 3929 § 32.82
200 QUATLET .....vveeeecreeeene et stnese sttt er e s e e e s e s s g ok e n e s sb b et h s e r ettt $ 3896 $ 28.83
BEA QUATET ......coveecececeeeeeeeene st r bbb s a bbb bbb $ 338 $ 28.89
AHh QUATTET «..voveveveneeercececreneneneasrese st r s b s s s s e st s e st sttt bt $ 3303 $ 25.49
Year Ended December 31, 2011
LSt QUATLET.......cuveveueeinerescneeeeeesrerebiscs et es et e s e bt a e s s b e a s b e s s bbb s et $ 3851 §$ 32.14
20 QUATTET ...ttt s bbb b e bbb s sEsEs e ststs b s b bs s $ 4453 % 36.65
BEA QUAILET ....vveeececrencicicncnib et e bbb bbb s $ 4209 $ 26.76
HH QUATLET ..ottt ettt e bbb $ 3641 $ 26.02

Holders. As of February 20, 2013, we estimate that there were approximately 55 record holders of our common stock.

Dividends. We have never declared or paid any cash dividends on our capital stock. In June 2011, we established a new credit
facility with Morgan Stanley Senior Funding, Inc., as administrative agent, Bank of America, N.A., as Syndication Agent, and certain
other lenders. We also entered into indentures in June 2011 and November 2010 among the Company, the guarantors named therein
and Wells Fargo Bank, National Association, as trustee, which governs the terms of the Company’s $1.3 billion aggregate principal
amount of senior notes. Subject to certain limitations, we are permitted to pay dividends under the terms of our currently existing
indebtedness.
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Performance Graph. The following graph provides a comparison of the cumulative total stockholder return on the Company’s
common stock with that of the cumulative total stockholder return on the (i) NASDAQ Stock Market Index (U.S.) and (ii) the
NASDAQ Pharmaceutical Index, commencing on December 31, 2007 and ending December 31, 2012. The graph assumes $100
invested on December 31, 2007 in the Company’s common stock and in each of the comparative indices. Our historic stock price
performarice is not necessarily indicative of future stock price performance.

COMPARISON OF 5 YEAR CUMULATIVE TOTAL RETURN*
Among Endo Health Solutions Inc., the NASDAQ Composite Index,
and the NASDAQ Pharmaceutical Index

$180 -
$160 -
$140
$120 -
$100 B
sao ol
$60
$40 -
$20 -
so — i . - “7 1 1 i
12107 . © 12108 . 12/09 12/10 12111 12112
—&— Endo Health Solutions Inc. —-2—-NASDAQ Composite - NASDAQ Pharmaceutical
*$100 invested on 12/31/07 in stock or index, including reinvestment of dividends.
Fiscal year ending December 31.
December 31,
2007 2008 . 2009 2010 2011 2012
Endo Health Solutions Inc. .........coccnvvuneene. $ 100.00 $ 97.04 $ 7694 $ 13390 $ 12947 $ 98.35
NASDAQ Composite Index......................... $ 10000 $ 59.03 $ 8225 $ 9732 $ 9863 $ 110.78
NASDAQ Pharmaceutical Index .................. $ 10000 $ 9745 $ 10475 $ 11147 $ 12306 $  164.89

Recent sales of unregistered securities; Use of proceeds from registered securities. During the fourth quarter of 2012, the
Company did not sell any unregistered securities.
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Purchase of equity securities by the issuer and affiliated purchasers. The following table reflects purchases of Endo Health
Solutions Inc. common stock by the Company during the three-months ended December 31, 2012:

Approximate Dollar

Total Number of *- Valwe of Shares -
. . Shares Purchased as that May: Yet be
Total Number of Average Price Paid Part of Publicly Purchased Under the
Period Shares Purchased (1) per Share (2) Announced Plan Plan (1)
October 1, 2012 to October 31, 2012 .,..c....covevene. w7 o — 8 S sy — 8 350,000,023
November 1, 2012 to November 30, 2012.......... o 2,153,500 27.02 © 2,153,500 291,809,408
December 1, 2012 to December 31, 2012 ..........: ' 1,476,906 28.31 1,476,906 250,000,024

TOtALecveerieriereeterte ettt 3,630,406 $ 27.55 3,630,406

(1) All shares were repurchased under the Company’s announced repurchase programs. In August 2012, our Board of Directors
approved a share repurchase program (the 2012 Share Repurchase Program). The 2012 Share Repurchase Program authorizes
the Company to repurchase in the aggregate of up to $450 million of shares of its outstanding common stock and is set to ‘
expire on March 31, 2015. The amounts above reflect shares remaining under the 2012 Share Repurchase Plan
at December 31, 2012. All shares are to be purchased in the open market or in privately negotiated transactions, as in the '
opinion of management, market conditions warrant.

(2) Average price paid per share is calculated on a settlement basis and excludes commission.

Item 6. Selected Financial Data

The consolidated financial data presented below have been derived from our audited financial statements. The selected historical
consolidated financial data presented below should be read in conjunction with Part II, Item 7. of this report "Management's
Discussion and Analysis of Financial Condition and Results of Operations" and Part II, Item 8. of this report "Financial Statements
and Supplementary Data". The selected data in this section is not intended to replace the Consolidated Financial Statements. The
information presented below is not necessarily indicative of the results of our future operations. Certain prior year amounts have been
reclassified to conform to the current year presentation.

Year Ended December 31,
2012 2011 2010 . 2009 2008
(dollars in thousands, except per share data)

Consolidated Statement of Operations Data:

TOLAL TEVEMUES ... sssasessssssseeseses $ 3,027363 $ 2,730,121 § 1;716,229 $ 1,460,841 $ 1,260,536
Operating (10SS) INCOME ........eerieimmnrnnsreeeinceiireeenes (551,727) 508,366 465,366 390,024 387,474
(Loss) income before income tax................... eeiene (741,583) 351,691 420,698 359,660 391,828
Consolidated net (10ss) iINCOME .....cc.covvvurvrruerieruennn (688,021) 242,065 287,020 266,336 255,336
Less: Net income attributable to noncontrolling,

IIEETESES ..veeveeeereeenenvisiieriieiesnsenneesaesesessesessssenenns . 52,316 54,452 28,014 — —
Net (loss) income attributable to Endo Health U . ‘

SOIULIONS INC. ..ocvereeiiriireceecenecriieine e $  (740,337) $ 187,613 § 259,006 $ 266,336 $§ 255336

Basic and Diluted Net (Loss) Income Per Share
Attributable to Endo Health Solutions Inc.:

BaSIC...veveveriereneneereieeinin e $ (6.40) $ 161 3 223§ 227 $ 2.07

01111 O SO N $ (6.40) $ 155 8 220§ 227 8 206
Shares used to compute basic net income per share

attributable to Endo Health Solutions Inc. ................ 115,719 116,706 116,164 117,112 123,248
Shares used to compute diluted net income per

share attributable to Endo Health Solutions Inc........ 115,719 121,178 117,951 117,515 123,720
Cash dividends declared per share. ..........cc.cccoccnvnnnnnen $ — $ — 3 — 3 — $ —
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As of and for the Year Ended December 31,
2012 2011 2010 2009 2008

(dollars in thousands)

Consolidated Balance Sheet Data:

Cash and cash equivalents............ccoeevvnrinirirennnes $ 547916 $ 547,620 $ 466,214 § 708,462 $§ 775,693
TOtal SSELS ...vevereerererereriereirerceinrererenses e reasaeas .- 6,568,559 . 7,292,583 . 3,912,389 2,488,803 1,908,733
Long-term debt, less current portion, net.................. 3,037,947 3,424,329 1,045,801 322,534 243,150
Other long-term obligations, including capitalized ’

JEASES ...v.veveveeeeiererersaetesentreeeenenebet st saesa et ae s e 669,386 706,885 327,431 196,678 71,999
Total Endo Health Solutions Inc. stockholders”

CQUILY v 1,072,856 1,977,690 1,741,591 1,497,411 1,207,111
Noncontrolling interests.................... IRTSTRRRRRON 60,350 61,901 61,738 - —

Total stockholders’ equity..........cccevvvrireiinueerensenne
Other Financial Data: '

Net cash provided by operating activities e $ 733,879 8 702,115 § 453,646 $§ 295,406 § 355,627
Net cash (used in) provided by investing activities.. §  (88,467) $ (2,374,092) $ (896,323) § (245509) $ 179,807
Net cash (used in) provided by financing activities.. §  (645,547) $ . 1,752,681 $ 200429 § (117,128) § (1 10,066)

$ 1,133,206 §$ 2,039,591 $ 1,803,329 $ 1497411 § 1,207,111

The comparability of the forgoing information is impacted by certain charges for asset impairments and certain litigation-related
and other matters during 2012, and a number of significant acquisitions that have occurred since 2009, along with the debt incurred to
finance these acquisitions. These business combinations have had a significant impact on the Company's financial statements in their
respective years of acquisition and in subsequent years. This impact results from the consideration transferred by the Company for the
acquisition, the initial and subsequent purchase accounting for the underlying acquisition and the post-acquisition consolidation of the
acquired entity's assets, liabilities and results of operations. For further information regarding the comparability of the financial data
presented in the tables above and factors that may impact comparability of future results, refer to Item 7. Management's Discussion
and Analysis of Financial Condition and Results of ‘Operations as well as the Consolidated Financial Statements and related notes
included in this report and previously filed Annual Reports on Form 10-K.

Item 7. Managemeni's DiScussion and Analysis of Financial Condit”ion'dnd Results of Operations

- The following Management’s Discussion and Analysis of Financial Condition and Results of Operations (MD&A) describes the
principal factors affecting the results of operations, liquidity and capital resources, and eritical accounting estimates at Endo. This
discussion should be read in conjunction with our audited Consolidated Financial Statements and related notes thereto. Except for the
historical information contained in this Report, including the following discussion, this Report contains forward-looking statements
that involve riské and uncertainties. See “Forward-Looking Statements” beginning on page 1 of this Report.

EXECUTIVE SUMMARY

About the Company B

At our Annual Meeting of Stockholders on May 23, 2012, our stockholders approved the proposal to amend and restate our
Amended and Restated Certificate of Incorporation to change our name from Endo Pharmaceuticals Holdings Inc. to Endo Health
Solutions Inc., which we refer to herein as “Endo”, “we”, “us”, or the “Compatiy”. This change became effective on May 23, 2012.
Concurrently with this change, the Company also changed the names of its business segments. Effective May 23, 2012, the names of
our business segments are Endo Pharmaceuticals (formerly Branded Pharmaceuticals), Qualitest (formerly Generics), AMS (formerly
Devices) and HealthTronics (formerly Services).

Endo Health Solutions Inc. is a-U.S. based, specialty hedlthcare solutions company with a diversified business model, operating
in four key business segments—Endo Pharmaceuticals, Qualitest, AMS and HealthTronics. Our Erido Pharmaceuticals and Qualitest
segments offer a variety of branded and generic pharmaceutical products in multiple therapeutic areas. AMS provides technology
solutions to physicians treating men's and women's'pelvic health conditions. Finally, HealthTronics provides urological services, -
products and support systems to urologists, hospitals, surgery centers and clinics. As a combined entity, we deliver comprehensive
healthcare solutions across our diversified businesses in key therapeutic areas, including pain and urology, and believe we are
positioned to address the changing economics that are driving the continued transformation of the U.S. healthcare environment.

We believe our diversified business model enables us to strengthen our partnerships with providers, payers and patients by
offering multiple products and platforms to deliver healthcare solutions. We have a portfolio of branded pharmaceuticals that includes

established brand names such as Lidoderm®, Opana® ER, Voltaren® Gel, Percocet®, Frova®, Supprelin® LA, Vantas®, Valstar® and
Fortesta® Gel. Endo Pharmaceuticals comprised approximately 55% of our total revenues in 2012, with 31% of our revenues coming
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from Lidoderm®. Our non-branded Qualitest portfolio, which accounted for 21% of total revenues in 2012, currently consists of
products primarily focused in pain management. We generally focus on selective generics that have one or more barriers to market
entry, such as complex formulation, regulatory or legal challenges or difficulty in raw material sourcing. Our AMS segment accounted
for 17% of total revenues in 2012 and our HealthTronics segment accounted for the remaining 2012 revenue.

Business Environment

The Company conducts its business within the pharmaceutical, devices, and healthcare services industries, which are highly
competitive and subject to numerous government regulations. Many competitive factors may significantly affect the Company’s sales
of its products and services, including efficacy, safety, price and cost-effectiveness, marketing effectiveness, product labeling, quality
control and quality assurance at our and our third-party manufacturing operations and research and development of new products. To
compete successfully for business in the healthcare industry, the Company must demonstrate that its products and services offer
medical benefits as well as cost advantages. Currently, most of the Company’s products compete with other products already on the
market in the same therapeutic category, and are subject to potential competition from new products that competitors may introduce in
the future. Generic competition is one of the Company’s leading challenges. Similarly, the Company competes with other prov1ders
with respect to the devices and services we offer, as well as providers of alternative treatments.

In the pharmaceutical industry, the majority of an innovative product’s commercial value is usually realized during the period
that the product has market exclusivity. When a product loses exclusivity, it is no longer protected by a patent and is subject to new
competing products in the form of generic brands. Upon loss of exclusivity, the Company can lose a major portion of that product’s
sales in a short period of time. Intellectual property rights have increasingly come under attack in the current healthcare environment.
Generic drug firms continue to file Abbreviated New Drug Applications (ANDAS) seeking to market generic forms of certain of the
Company’s key pharmaceutical products, prior to expiration of the applicable patents covering those products. In the event the
Company is not successful in defending the patent claims challenged in ANDA filings, the generic firms will then introduce generic
versions of thé product at issue, resulting in the potential for substantial market share and revenue losses for that product. For a
complete description of legal proceedings, see Note 15. Commitments and Contingencies in the Consolidated Financial Statements,
included in Part IV, Item 15. of this report "Exhibits, Financial Statement Schedules".

- The healthcare industry is subject to various government-imposed regulations authorizing prices or price controls that have and
will continue to have an impact on the Company’s sales. The U.S. Congress and some state legislatures have considered a number of
proposals and have enacted laws that could result in major changes in the current healthcare system, either nationally or at the state
level. Driven in part by budget concerns, Medicaid access and reimbursement restrictions have been implemented in some states and
proposed in many others. In addition, the Medicare Prescription Drug Improvement and Modernization Act provides outpatient
prescription drug coverage to senior titizens in the U.S. This legislation has had a modest favorable impact on the Company as a result
of an increase in the number of seniors with drug coverage. At the same time, there continues to be a potentlal negative unpact on the
U.S. pharmaceutical business that could result from pricing pressures or controls.

The growth of Managed Carg Organizations (MCOs) in the U.S. has increased competition in the healthcare indﬁ_,stry_. MCOs
seek to reduce healthcare expenditures for participants by making volume purchases and entering into long-term contracts to negotiate
discounts with various pharmaceutical providers. Because of the market potential created by the large pool of participants, marketing
prescription drugs to MCOs has become an important part of the Company’s strategy. Companies compete for inclusion in MCO
formularies and the Company generally has been successful in having its major products included. The Company believes that
developments in the managed care industry, including continued consolidation, have had and will continue to have a generally
downward pressure on prices. :

Changes in the behavior and spending patterns of purchasers of health care products and services, including delaying medical
procedures, rationing prescription medications, reducing the frequency of physician visits and foregoing health care insurance
coverage, as a result of the current global economic downturn may impact the Company’s business.

Pharmaceutical production processes are complex, highly regulated and vary widely from product to product. In addition to our
pharmaceutical manufacturing operations at our Qualitest Pharmaceuticals locations, we contract with various third party
manufacturers and suppliers to provide us with raw materials used in our products and finished goods. Our mest significant
agreements are with Novartis Consumer Health, Inc. and Novartis AG, Teikoku Seiyaku Co., Ltd., Mallinckrodt Inc., Noramco, Inc.,
Griinenthal GMBH and Sharp Corporation. Shifting or adding manufacturing capacity can be a lengthy process that could require
significant expenditures and regulatory approvals. If for any reason we are unable to continue our internal manufacturing operations or
obtain sufficient quantities of any of the finished goods or raw materials or components required for our praducts, it could have a
material adverse effect on our business,, financial condition, results of operations and cash flows.

Healthcare Reform

On March 23, 20 1’0,‘ President Obama signed into law the Patient Protection and Affordable Care Act, comprehensive healthcare
refonn legislation. On March 30, 2010, the President signed H.R. 4872, the Health Care ‘and Education Reconciliation Act of 2010
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(Reconciliation Act), which includedra package of @gm o the BPACA, as we¥* as additional elements to reform health care in the

i w

While some provisions of the /quw healthca/l;é%efqm law ha ‘{alread‘y: Géken effect, most of the. provisioﬁs to expand access to
health care coverage will not be implemented-uptil 2014 ad by 1d. Sip<e.implementation is incremental to the enactment date of the
law, there are still many challenges and uncertainties aheal. ¢ fic r;}a;)fnprehensive reform measure will require expanded
implementation efforts on the part of federal and state ageryigs émbarking on rule-making to develop the specific components of their

new authority. "

. B . + . i . .

In March 2012, the U.S. Supreme Coust addressed challenges to the ;‘qlqﬁstitutioqality of the health care reform law. The Court
considered the constitutionality of the individual mandate, as well as whether the overall health care law could still stand even if the |
individual mandate was ruled unconstitutional. On June 28, 2012, the Supreme Court upheld the individual mandate. In its ruling, the
Court did address the expansion of Medicaid required under the law, a provision that requires states to expand Megicaid to '
approximately 17 million additional low-income individuals up to 133 percent of the federal poverty level. Under the law, the federal
government would pay the additional costs for. the.expansion of Medicaid for the years 2014 to 2016 and then the federal share would
phase down to 90 percent by 2020. The law provided that if a state did not expand its Medicaid program eligibility to 133 percent, it
would risk losing the federal share for all its Medicaid funding and not just the funding for the expansion. On this matter, the Supreme
Court upheld the constitutionality of the Medicaid expansion but ruled that the punitive aspects of the provision are unconstitutional
meaning that the federal government does not have the authority to terminate existing federal funding for Medicaid if the states do not
expand Medicaid. This aspect of the ruling may cause some'states to refuse-to expand Medicaid eligibility thereby limiting the number
of individuals with access to health irisurance. I R o

The implementation of the healthcase reform law will result in a transformation of the delivery and payment for health care
services in the U.S:, including the expansion of health insurance coverage to an estimated 32 million Americans. In addition, there are
significant health insurance reforms that are expected to improve patients’ ability to obtain and maintain health insurance. Such-
measures include: the elimination of lifetime caps; no rescission of policies; and no denial of coverage due to preexisting conditions.
The expansion of healthcare insurance ‘and these additional miarket reforms should result in greater access to the Company’s products.

Our estimate of the overall.impact of healthcare reform reflects a number of uncertainties. However, we believe that the impact
to our business will be largely attributable ta changes in the Medicare Part D:Coverage Gap, the imposition of an annual fee on
branded prescription pharmaceutical manufacturers, and increased rebates in the Medicaid Fee-For-Service Program and Medicaid
Managed Care plans. There are anumber of other provisions in the legislation that eollectively are expected to have a small impact,
including originator average manufacturers’ price (AMP) for new formulations, an excise tax on manufactured.or imported medical
devices offered for sale in the U.S., and the expansion of 340B pricing to new entities. Certain elements of healthcare reform reduced
total revenues by approximately.$40 million in 2011 and have had and will continue to have a similar impact in future years.

In the U.S., the Medicare Prescription Drug Improvement and Modernization Act of 2003 continues to provide an effective
prescription drug benefit to seniors and individuals with disabilities in the Medicarg program (Medicare Part D). Uncertainty will
continue to exjst due to Congressional proposals that have the potential to impose new costs and increase pricing pressures on the
pharmaceutical industry. .

In response to the U.S. debt-ceiling crisis, Congress passed the Budget Control Act of 2011 on August 2, 2011. Within the Act,
Congress crefifed the Joint Select Committée on Deficit Reduction (JSC), which was charged with issuing a formal recommendation
on how to reduce the federal deficit by $1.2 trillion to $1.5 trillion over the néxt ten years. The Btfdget Control Act provided that if
Congress failed to pass a deficit reduction plan by Decémber 23, 2011, a process of sequestration would occur on January 1, 2013
which would result in across-the-board spending cuts to certain government programs, including Medicare, in order to meet the deficit
reduction goal. Since the JSC failed to put forth a proposal and-Congress ultimately failed to pass a deficit reduction plan, the
sequestration process was scheduled to be triggered on January 2, 2013, However, Congress was able to avert sequestrétion when it
passed the American Taxpayer Relief Act of 2012 (H.R, 8), This law. delays the sequestration from January 2, 2013 until March 1,
2013. The automatic spending cuts that would occur as a result of the sequestration process are unpalatable for many lawmakers and
Congress may use the 2013 session to consider repealing the cuts by finding savings in other programs, such as Medicaid.

Governmental Regulation v . .

Pharmaceutical products. The development, testing, manufacture, holding, packaging, labeling, distribution, marketing, and
sales of our products and our ongeing product development activities are subject to éxtensive and rigorous government regulation. The
Federal Food, Drug and Cosmetic Act (FFDCA), the Controlled Substances Act and other federal and state statutes and regulations
govern orinfluence the testing, manufacture, packaging, labeling, storage, record keeping, approval, advertising, promotion, sale and
distribution of pharmaceutical products. Noncompliance with applicable requirements can result in fines, recall-or seizure of products,
total or partial suspension of production and/or distribution, refusal of the government to enter into supply contracts of to approve

NDAs and ANDAs, civil penalties and criminal prosecution. =+« % "¢
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FDA approval is typically required before each Yosage form or strength of any new drug can be marketed. Applications for FDA
approval to market a drug must contain information Teluting to efficacy, safety, toxicity, pharmacokinetics, product formulation, raw
material suppliers, stability, manufacturing processes, » Pagkaging, labellng and quality control. The FDA also has the authority to
require post-approval testing after marketing has begun’ anu to Suspepd or revske préviously granted drug approvals. Product
Wry years and involves the expenditure of substantial

development and approval within this regulatory framework regy
resources. '

Based on scientific developments, post-market experience, or other legislative or regulatory changes, the current FDA standards
of review for approving new pharmaceutical products are sometimes more stringent than those that were applied in the past. Some
new or evolving review standards or conditions-for approval were not applied to many established products currently on the market,
including certain opioid products As a result, the FDA does not have as extensive safety databases on these products as on some
products developed more recently Accordingly, we beheve the FDA has expressed an intention to develop such databases for certain
of these products 1nclud1ng many oplolds

In partlcular the FDA has expressed interest in specific chermcal structures that may be present as impurities in a number of
opioid narcotit active pharmaceutical ingredients, such as oxycodone, which based on certain structural characteristics and laboratory
tests. may indicate the potential for having mutagenic effects. ‘

More stringent controls of the levels of these impurities have been required and may continue to be required for FDA approval of
drug products containing these impurities. Also, labeling revisions, formulation or manufacturing changes and/or product
modifications may be necessary for new or existing products containing such impurities. The FDA’s more stringent requirements
together with any additional testing or remedial measures that may be necessary could result in increased costs for, or delays in,
obtaining approval for certain of our products in development. Although we do not believe that the FDA would seek to remove a
currently marketed product from the market unless such mutagenic effects are believed to indicate a s1gmﬁcant risk to patient health,
we cannot make any such assurance. :

We cannot determine what effect changes in the FDA’s laws or regulations, when and if promulgated, or changes in the FDA’s
legal or regulatory interpretations or requirements, may have on our business in the future. Changes could, among other things, require
expanded or different labeling, additional testing, the recall or discontinuance of certain products, additional record keeping and
expanded documentation of the properties of certain products:and scientific substantiation. Such changes, or new legislation, could
have a material adverse effect on our business, financial condition, results of'operations and cash flows. In December 2003, Congress
passed measures intended to speed the process by which generic versions of brand name drugs are introduced to the market. Among
other things, these measures are intended to limit regulatory delays of generic drug applications and penalize companies that reach
certain agreements with makers of brand name drugs that delay the introduction of generic versions. The FTC has expressed its
concern with agreements between brand and generic drug companies that may delay the introduction of a generic drug to the market,
and the U.S. Supreme Court will review a case involving such agreements during the 2013 Supreme Court term. These changes and
the results of the Supreme Court review could result in increased generic comnpetitibn for our branded and generic products and could
have a material adverse effect on our business, financial condition, results of operatiors and cash flows. Ih addition, on September 27,
2007, Congress enacted the Food and Drug Administration Amendments Act of 2007 (FDAAA) that re-authorized requirements for
testing drug products in children, where appropriate, which were made permanent by the Food and Drug Administration Safety and
Innovation Act, which was signed into law in July 2012 and is further described below. The FDAAA also included new requirements
for post-approval studies or clinical trials of ‘drugs that are known to or that srgnal the potential to pose serious safety nsgs, and
authority to require risk evaluation and mitigation strategles or REMS to confirm that the benefits of a drug outweigh the risks of the
drug, all of which may increase the time and cost necessary for new drug development as well as the cost of maintaining regulatory
compliance for a marketed product.

t

EPI and Qualitest Pharmaceuticals sell products that are “controlled substances” as defined in the Controlled Substances Act of
1970 (CSA), which establishes certain security and record keeping requitéments administered by the DEA. The DEA is concerned
with the control of registered handlers of controlled substances, and with the equipment and raw materials used in their manufacture
and packaging, in order to prevent loss and diversion into illicit channels of commerce. The DEA regulates controlled substances as
Schedule I, II, I1, IV or'V substances, with Schedule I and II substances considered to present the highest risk of substance abuse and
Schedule V substances the lowest risk. Our Qualitest segment sells a significant amount of hydrocodone-containing products.
Hydrocodone combination products are currently regulated as Schedule III substances. Pursuant to the Food and Drug Administration
Safety and Innovation Act, which is further described below, Congress has required the FDA to convene a‘meeting to solicit advice
and recorhmendations to assist in conducting.a scientific and medical evaluation on whether to reschedule combination products
containing hydrocodone. Congress is acting in response to continued reports of misuse, abuse and addiction of products containing
hydrocodone. An advisory committee to take public comments on the proposed rescheduling took place on January 24-25, 2013. At
this advisory committee, the FDA's Drug Safety and Risk Management Advisory Committee recommended that hydrocodone be
rescheduled to Schedule 1. The FDA is responsible for preparing the documentation to reschedule a drug. Upon completion, the
medical and scientific evaluation and scheduling recommendation of the FDA are forwarded to the Assistant Secretary for Health
(ASH) who makes the final determination on behalf of the Secretary of the Department of HHS. The medical and scientific evaluation
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and the recommendation as to the appropriate schedule for the drug are then forwarded to the DEA. Should the DEA reschedule
hydrocodone-containing products, it will be done through the rule-making process. A change from a Schedule III substance to a
Schedule 1I substance could restrict patient access to needed medication. It would alse require significant changes to the entire
industry's supply chain from manufacturers, to wholesalers and retailers. We believe the increased burden and cost to the healthcare
system would be substantial. While the briefing documient published by the FDA on October 25, 2012, in advance of the advisory
committee meeting suggests the FDA may not be prepared to recommend to the DEA that hydrocodone products be rescheduled to
Schedule 11, the FDA did, however, acknowledge that the question remains on how to reduce levels of abuse of hydrocodone
combination products. As part of our expansion of our Huntsville site, we have factored in the potential for hydrocodone being
rescheduled. t : '

On February 7-8, 2013, the FDA held a public hearing to obtain information, particularly scientific evidence, such as study data
or peer-reviewed analyses, on issues pertaining‘to the use of opioid drugs in the treatment of chronic pain. The FDA is considering a
Citizen Petition filed in July 2012 by a group of physicians seeking changes to the labeting of opioid'drug products relating to
indications and duration of use. In considering the petition ongoing policy debate on the use of opioid medications, at the hearing, the
FDA heard presentations from individuals and groups on diagnosing and understanding patient pain, and what it would mean to
change or limit patient access to épioids.. While it is not presently known what, if any actions the FDA may take, as a result of the
Citizen Petition or the public hearing, if the FDA requires.changes to the indications for, use or duration of use in the labeling of opioid
drug products it could have a matenal adverse effect on'our busmess, financial position, results of operatlons and cash flows.

Medtcal devices. Numerous govemmental authorities, prmc1pally the FDA and comparable forergn regulatory agencies, regulate
the development, testing, design, manufacturing, packaging, labeling, storage, installation, marketing, distribution and servicing of our
medical devices. In Europe and certain other countries, we comply with the European Union Directives for Medical Devices and
certify our compliance with the CE Mark. In other countries outside the U.S., we comply with appropriate local registration and
authorization. In the U.S., under the FFDCA, medical devices, such as.those manufactured by AMS, Inc. and HealthTronics, Inc. are
classified into Class I, II, or III depending on the degree of risk associated with each medical device and the extent of control needed
to provide for safety and effectiveness. Class I includes devices with the least risk and Class III includes those with the greatest risk.
Class I medical devices are subject to the FDA’s general controls, which include compliance with the applicable portions of the FDA’s
Quality System Regulation, facility registration and product listing, réporting of adverse medical events, and appropriate, truthful and
non-misleading labeling; advertising, and promotional materials. Class II devices are subjéct to the FDA’s general controls and may
also be subject to other special controls as deemed necessary by the FDA to provide for the safety and effectiveness of the device.
Class I1I medical devices are subject to the FDA’s general controls, special controls, and premarket approval prior to marketing.

HealthTronics, Inc. currently markets Class II medical devices, and AMS, Inc. currently markets Class I, II and III medical
devices. If a device is classified as Class I or II, and if it is not exempt, its manufacturer will have to undertake the premarket
notification process in order to obtain marketing clearance, also referred to as the S10(k) process. When a 510(k) is required, the
manufacturer must submit to the FDA a premarket notification demonstrating that the device is “substantially equivalent” to either a
device that was legally marketed prior to May 28, 1976, the date upon which the Medical Device Amendments of 1976 were enacted,
or to another commercially available, similar device which was subsequently cleared through the 510(k) process. By regulation, the
FDA is required to clear a 510(k) within 90 days of submission of the application. As a practical matter, clearance often takes longer,
particularly if a clinical trial is required. A successful 510(k) submission results in FDA permission to market the new device.

Class 111 devices are approved through a Premarket Approval Application, or PMA, under which the applicant must submit, data
from adequate and well-controlled clinical trials to the FDA that demonstrate the safety and effectiveness of the device for its intended
use(s). All of our marketed devices have been approved or cleared for marketing pursuant to a PMA or the 510(k) process. The FDA
also has authority under the FFDCA to require a manufacturer to conduct post-market surveillance of 2 a Class II or Class III device. On
January 3, 2012, the FDA ordered manufacturers of transvaginal surgical mesh used for pelvic organ prolapse and of single incision
mini-slings for urinary incontinence, such as AMS, Inc. to conduct post-market safety studies and to monitor adverse event rates
relating to the use of these products, Of the nineteen class-wide post market study orders received by AMS, Inc. for pelvic floor repair
and mini-sling products, three remain gctive. AMS, Inc. is in the process of complying with these orders. In its orders, the FDA also
noted that it is still considering the recommendation of an advisory committee on September 9, 2011, that urogynecological surgical
mesh for transyaginal repair of pelvic organ prolapse be reclassified from Class II to Class III.

" The FDA has broad post-market regulatory and enforcement powers with respect to medical devices, similar to those for
pharmaceutlcal products Failure to comply with the apphcable U.S. medical device regulatory requirements could result in, among
other things, warning letters, fines, injunctions, consent decrees, civil money penalties, repairs, replacements, refunds, recalls or
seizures of products, total or partial suspension of production, the FDA’s refusal to grant future premarket clearances or approvals,
withdrawals or suspensions of current product applications, and criminal prosecution.

On January 19, 2011, the FDA’s Center for Devices and Radiological Health (CDRH) unveiled a plan of 25 action items it
intended to implement during 2011 relating to the 510(k) premarket notification process for bringing medical devices to market.
Among the actions the FDA indicated it plans to take were to issue guidance documents to clarify when clinical data should be
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submitted in support of a premarket notification submission, to clarify the review of submissions that use “multiple predicates” in 4
premarket notification submission, to clarify when modifications to a device require a new 510(k), and other guidance documents. The
plan included other intended measures such as streamlining the review-of innovative lower-risk products though the de novo review
process, and establishing a-Center Science Council of senior FDA experts to enhance science-based decision-making in 510(k)
reviews. The FDA announced that it intended to refer to the Institute of Medicine (IOM) for further review and consideration of other
significant actions, such as whether or not to define the scope and grounds for the exercise of authority to partially or fully rescind a
510(k) marketing clearance, to clarify and consolidate the concepts of “indications for use” and “intended use,” to clarify when a
device should no longer be available as a “predicate” to support a showing of substantial equivalence, whether to develop guidance on
a new class of devices, called “class IIb,” for which additional data would be necessary to support a 510(k) determination.

- On July 29, 2011, the IOM released its report, which recommended that the FDA move towards replacing the current 510(k)
review process, which is based on “substantial equivalence” determinations, with a new “integrated premarket and post-market
regulatory framework” that provides a reasonable assurance of safety and efficacy. The IOM also recommended that the FDA
prioritize enhancement of its post-market surveillance program. The IOM also stated that it was unable to study fully the seven
specific actions referred to it by the FDA because the requests came at the end of its review. The FDA. decided not to act on the IOM
recommendation to replace the 510(k) substantial equivalence framework, but since January 2011, CDRH has issued numerous
guidance documents and proposed and final regulations impacting all medical devices (PMA:and 510(k)), that have the potential to
significantly impact how the FDA regulates medical devices. These include issuing guidance on data requirements for pivotal clinical
investigations for medical devices, on CDHR's evaluation of substantial equivalence in premarket notification 510(k) submissions, on
presubmission meetings for investigation device applications (IDEs), including with regard to multiple predicate devices, and ot its
decisions on whether and how to approve a device clinical study, among other draft guidance. While the FDA issued and withdrew
(pursuant to a requirement of the MDUFMA legislation), a draft guidance on when device modifications require a new 510(k), it plans
to issue another draft guidance on device modification requirements. In addition, the FDA issued a proposed rule that would require a
unique identifier on distributed devices for tracking purposes; and a final rule that revises and expands medical device registration and
listing requirements. Further, puisuant to the March 2010 healthcare reform law, a medical device tax went into effect January 1, 2013,
for-devices listed with the FDA.

The extent and how the FDA will implement some or all of its planned action items, draft guidance and proposed and final rules
is unknown at this time. These actions could have a significant effect on the cost of applying for and maintaining applications under
the 510(k) clearance mechanism, on the criteria required for achieving clearance for additional uses of existing devices or new 510(k)
devices, and for the marketing of medical devices.

The evolving and complex nature of regulatory requirements, the broad authority and discretion of the FDA and the generally
high level of regulatory oversight results in a continuing possibility that from time to time, we. will be adversely affected by regulatory
actions despite ongoing efforts and commitment to achieve and maintain full compliance with all regulatory requirements.

2012—A Year in Review

Despite first quarter supply disruptions for several of our key pharmaceutical products resulting from the shutdown of a third
party supplier's manufacturing facility, in 2012 we grew revenue for the fourteenth consecutive year. The Company also renamed itself
Endo Health Solutions in the early part of the year to reflect the integration of our diversified operating companies and our significant
transformation into a broader healthcare solutions company as a result of a senes of recent strategic acquisitions and business
development decisions. In March, we launched our new formulation of Opana ER designed to be crush-resistant, which by the end of
the year accounted for more than 90% of total dispensed prescnptlons of Opana® ER. In May, we entered into an agreement with
Watson Laboratories, Inc. settling patent litigation over Lidoderm® and thereby substantially reducing the uncertainty around the
future of this product. During the year we also initiated the Phase I1I program for BEMA Buprenorphine for the treatment of moderate
to severe chronic pain, whlch we expect to complete by late 2013 or early 2014.

Total revenues for the year ended December 31, 2012 increased 11% over 2011 to'$3.03 billion, with a Net loss attributable to-
Endo Health Solutions Inc. of $740.3 million, or $6. 40 per diluted share, as compared to Net income attributable to Endo Health
Solutions Inc. of $187.6 million or $1.55 per diluted share in 2011. The increase in revenues was driven by révenue growth from our
Endo Pharmaceuticals, Qualitest and HealthTronics segments as well as the timing of our acquisition of AMS, Inc. during the second
quarter of 2011, from which we derived a full year's revenue in 2012 compared to less than seven months in 2011. The 2012 Net loss
attributable to Endo Health Solutions Inc. was primarily attributable to certain charges for asset impairments totaling $768.5 million
and certain lltlgatlon-related and other matters, including patent litigation settlément costs and’ the accrual for payment to Impax
related to sales of Opana® ER, totaling $503.5 million during 2012.

Watson Litigation Settlement

On May 28, 2012, Endo Pharmaceuticals Inc. (EPI) entered into a Settlement and License Agreement (the Watson Settlement
Agreement) among EPI and Teikoku, on the one hand, and Watson, on the other hand. The Watson Settlement Agreement settled all
ongoing patent litigation among the parties relating to Watson’s generic version of Lidoderm®.
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On August 23, 2012, Watson announced it received FDA approval on its Abbreviated New Drug Application (ANDA) for its
lidocaine patch 5%, a generic version of Lidoderm®. The Company anticipates Watson will launch its genenc version of L1doderm on
September 15, 2013 pursuant to the terms-of the Watson Settlement Agreement. '

For further details, see Note 15. Commitments and Contingencies in the Consolidated Financial Statements, included in Paﬁ VIV,
Item 15. of this report "Exhibits, Financial Statement Schedules".

Litigation-Related and Other Contingencies

During 2012, we recorded total accruals in the amount of $316.4 million for certain of our legal and other related proceedings,
with respect to certain pricing litigation mattets, product liability litigation, and th¢ investigation by the HHS-OIG and the DOJ
relating to the sale, marketing and promotion of Lidoderm®. These matters are described in more detail in Note 15. Commitments and
Contingencies in the Consolidated Financial Statements, included in Part IV, Item 15. of this report "Exhibits, Financial Statement
Schedules".

Impax

Pursuant to the June 2010, Settlemeht and License Agreement (the Impax Settlement Agreement) with Impax Laboratories Inc.
(Impax) the Company agreed to provide a payment to Impax should prescription sales of the non-crush resistant formulation of
Opana® ER, as defined in the Impax Settlement Agreement, fall below a predetermined contractual threshold in the quarter
immediately prior to the date on which Impax was authorized to launch its generic version of the non-crush resistant formulation of .
Opana® ER, which occurred on January 2, 2013. During the first quarter of 2012, the Novartis shut-down of its Lincoln, Nebraska -
manufacturing facility and resulting lack of 2012 oxymorphone active pharmaceutical ingredient (API) quota granted by the DEA to .
Novartis caused EPI to attempt an accelerated launch of the crush-resistant formulation of Opana® ER. While significant uncertainties
existed throughout the first quarter of 2012 about our ability to rapidly ramp up production of the formulation designed to be crush-
resistant and produce finished goods at a new, untested manufacturing facility in a very short period of time, we were able to do so in
March 2012. Accordingly, the Company recognized a liability under the Impax Settlement Agreement upon the Company's sale of the
formulation designed to be crush-resistant, which occurred in March 2012. The total charge of $102.0 million was recorded in Cost of
revenues in our 2012 Consolidated Financial Statements.

Pipeline Developments
BEMA® Buprenorphine

In January 2012, the Company signed a worldwide license and development agreement with BioDelivery Sciences International,
Inc. (BioDelivery) for the exclusive rights to develop and commercialize BEMA® Buprenorphine, a transmucosal form of
buprenorphine which incorporates a bioerodible mucoadhesive (BEMA®) technology and is currently in ‘Phase III trials for the
treatment of moderate to severe chronic pain. ‘At this time, the Company made an upfront payment to BioDelivery for $30.0 million,
which was expensed as Research and development in the first quarter of 2012. An additional $15.0 million payment related to the
achievement of certain regulatory milestones was triggered and recorded as Research and development expense during the first quarter
of 2012. We paid this amount in the second quarter of 2012. In August 2012, the Company and BioDelivery announced the initiation
of the Phase III clinical program for BEMA® Buprenorphine for the treatment of moderate to severe chronic pain. Both studies are
anticipated to be completed by late 2013 or early 2014.

JetTouch™ / Botox® Co-Development Program

In June 2012, AMS, Inc. announced a co-development agreement with Allergan, Inc. to jointly develop and seek regulatory
approval for the delivery of Botox® (onabotulinumtoxinA) using the JetTouch™ system for treatment of overactive bladder.

Recent Business Activity
Lidoderm®

In August 2012, the Company received a letter from the FDA, noting that it had denied our Citizen Petition (CP) related to the
approval requirements for generic versions of Lidoderm®. Also on August 23, 2012, Watson announced it received FDA approval on
its ANDA for its lidocaine patch 5%, a generic version of Lidoderm®. We anticipate Watson will launch its generic version of
Lidoderm® in September of 2013 pursuant to the terms of the Company's settlement agreement with Watson.

Opana® ER

In December 2011, the FDA approved a formulation of Opana® ER designed to be crush-resistant, which is called Opana ER
with the same dosage strengths, color and packaging and similar tablet size. Endo transitioned to the crush-resistant formulation in
March 2012 upon successfully accelerating pioduction of this formulation. In June 2012, we announced the FDA had moved tie old
formulation of Opana® ER to the Orange Book Discontinued List in connection with our transition to the crush-resistant formulation
and in September 2012, we announced that, accordmg to IMS Health data estimates, the crush-resistant formulation of Opana® ER
now accounts for more than 90 percent of the Opana® ER total prescription volume.
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On August 13, 2012, EPI submitted a Citizen Petition with the FDA requesting that it (1) determine that the discontinued, non-
crush-resistant version of Opana® ER approved under NDA No. 021610 was discontinued for safety and can no longer serve as a
Reference List Drug (RLD) for an ANDA or generic applicant; (2) refuse to approve any pending ANDA for a generic version of the
non-crush resistant version of Opana® ER approved under NDA No. 021610; and (3) suspend and withdraw the approval of any
ANDA referencing Opana® ER approved under NDA No. 021610 as the RLD.

On August 31, 2012, EPI submitted an additional Citizen Petition requesting that the FDA (1) require that any ANDA
referencing the crush-resistant formulation of Opana® ER contain data and information demonstrating that the proposed ANDA
product is similarly crush-resistant; (2) classify extended-release opioid formulations incorporating crush-resistant technologies, such
as the new Opana® ER, as new dosage forms in Appendix C of FDA's Orange Book; and (3) confirm that any ANDA referencing
Opana® ER approved under NDA No. 021610 will not be identified in the Orange Book as therapeutically equlvalent to. the crush-
resistant formulation of Opana® ER. 4

In November 2012, EPI supplemented its Citizen Petition to include emerging safety data that demonstrate that the crush-
resistant formulation of Opana® ER is reducing rates of abuse. In January 2013, EPI received a letter from the FDA noting it had
denied its August 31, 2012 Citizen Petition without comment on the merits. The FDA stated that it intends to make its determination
regarding whether the original formulation of Opana® ER was withdrawn for safety reasons by May 2013.

From September 21, 2012 through February 6, 2013, EPI and its partner Griinenthal received Paragraph IV Notices from each of
Teva Pharmaceuticals USA, Inc. (Teva), Amneal Pharmaceuticals, LLC (Amneal), Sandoz.Inc. (Sandoz), ThoRx Laboratories, Inc.
(ThoRx), Par Pharmaceuticals (Par), Actavis South Atlantic LLC (Actavis) and Impax Pharmaceuticals (Impax), advising of the filing
by each such company of an ANDA for a generic version of the formulation of Opana® ER designed to be crush-resistant.

In December 2012, Endo launched 75 mg and 15 mg strengths of its crush-resistant formulation of Opana® ER, which is now
commercially available in 5 mg, 7.5 mg, 10 mg, 15 mg, 20 mg, 30 mg and 40 mg dosage strengths.

MoXy® Fiber

In August 2012, the Company introduced the new 650kJ MoXy fiber for our GreenLight XPS® system for photoselective
vaporlzatlon of the prostate, which provides more than 50 percent more energy than the previous fiber for the same price. The new
MoXy® fiber will enable physicians to treat larger glands with a single fiber, offering improved overall value and greater cost
efficiency.

.- Montelukast Sodium Tablets

In August 2012, the Company announced it had launched its montelukast sodium tablets and chewable tablets, generic versions
of Smgulalr following the expiration of the last patent that prov1des Merck U.S. market exclusmty The Company began shipping
the product immediately. Montelukast sodium tablets are labeled for use in treating symptoms of asthma and allergic rhinitis. The total
combined branded and generic sales for montelukast sodium tablets and chewable tablets in the U.S. for the twelve months ‘
ending June 30, 2012 were approximately $4.9 billion, according to IMS Health.

Levetiracetam

In April 2012, Qualitest Pharmaceuticals announced it had received FDA approval on its ANDA for levetiracetam oral solution
100 mg/mL, a generic version of Keppra® to begin distribution in late 2012. The total sales for levetiracetam oral solution 100 mg/mL
in the U.S. for the twelve months ending December 31, 2011 were approximately $62 million, according to IMS Health. Subsequently,
in July 2012, Qualitest Pharmaceuticals announced 1t had received EDA approval on its ANDA for levetiracetam extended-release 500
and 750 mg tablets, a generic version of Keppra XR®. The total sales for levetiracetam extended-release 500 and 750 mg tablets in the
U.S. for the 12 months ending May 31, 2012 were approximately $125 million, according to IMS Health.

Other

In October, Qualitest Pharmaceuticals received, through its partner Alembic Pharmaceuticals Limited, FDA approval for
irbesartan tablets, a generic version of Avapro®, irbesartan/HCTZ tablets, a generic version of Avalide® and modafinil tablets, a
generic version of Provigil®. Total combined brandedand generic sales for irbesartan tablets, irbesartan/HCTZ tablets and modafinil
tablets in the U.S. for the 12 months ended September 30, 2012 were approximately $1.7 billion, according to IMS Health.

In November 2012, Qualitest Pharmaceuticals received FDA approval for Gildagia™ (ethinyl estradiol and norethindrone)
tablets, 0.035 mg / 0.4 mg. Total combined branded and generic sales of these products in the U.S. for the 12 months ended December
31,2012 were approxxmatefy $23 million, accordlng to IMS Health.

In December 2012, Qualitest Pharmaceutlcals recelved FDA approval for dlsulﬁram tablets, a genenc version of Antabuse®.
Total combined branded and generic sales of disulfiram tablets in the U.S. for the 12 months ended December 31, 2012 were | . ..
approximately $18 million, according to IMS Health. ‘ : ,
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Goodwill and Indefinite-Lived Intangible Assets Impairment Testing . ‘

During the three months ended September 30, 2012, we changed our annual goodwill and indefinite-lived intangible assets
impairment test date from January 1 to October 1. The selection of October 1 as the annual testing date for the impairment of goodwill
aligns the timing of the annual impairment test with the completion of our planning and budgeting process, which allows us to utilize
the updated business plans that result from the budget process to estimate the fair value of our reporting units. This change
necessitated completing a test as of October 1, 2012 so that no more than 12 months elapsed between annual tests. A description of
the procedures and assumptions used in our goodwill and indefinite-lived intangible assets impairment testing, as well as the results of
our testing, is included below under the caption "CRITICAL ACCOUNTING ESTIMATES". The impairment charges recorded as a
result of our goodwill and indefinite-lived intangible assets impairment testing are described in detail below under the caption
"RESULTS OF OPERATIONS".

Changes in Directors & Officers and Other Related Matters

On July 18, 2012, Endo announced the appointment of Camille Farhat as President of AMS, Inc., a wholly owned subsidiary of
Endo Health Solutions Inc. Prior to joining AMS, Inc., Mr. Farhat served in a variety of senior leadership positions within the
healthcare industry; most recently as General Manager of Baxter Pharmaceuticals and Technologies. As General Manager, Mr. Farhat
significantly enhanced the performance and improved the operating efficiency of the business while focusing on the needs of
patients. During his time at Baxter, he also held the role of General Manager for Baxter Global Infusion Systems. Before that, Mr.
Farhat provided executive leadership at Medtronic, including roles in Business Development, as well as Global General Manager,
Gastroenterology and Urology. In addition, he held a variety of positions at GE Healthcare, including roles as a Global General
Manager of the Computed Tomography Business. He also held leadership positions in strategic planning and global sourcing
at General Electric.

~ On September 27, 2012, the Company increased the size of its Board of Directors, from nine to ten and appointed Jill D. Smith to
fill this new vacancy. Ms. Smith currently serves on the board of SoundBite Communications and is a member of the executive
committee for the Women s Cancer Program at Dana Farber Hospltal and a member of the board of trustees for The Rashi School.
Previously, Ms. Smith served as the chairman of the board of directors and chief executive officer of DigitalGlobe, Inc., and prior to
DigitalGlobe, Ms. Smith was president and chief executlve officer of eDlal chief executive officer of SRDS, L.P., as well as chief
operating officer of Micron Electronics, Inc. Ms. Smlth also has served on the corporate boards of Elster Group and Smith & Hawken.
Ms. Smith's earlier professional experience mcludes co-founding Treacy & Company, LLC,a consultlng and boutique investment
business and holding executive positions at 'Sara Lee Corporation and Bain & Company.

On December 12, 2012, the Company announced that David P. Holveck will retire in 2013 as President and Chief Executive
Officer. On February 25, 2013, the Company anndunced the appomtment of Mr. Rajiv De Silva to the position of President and Chief
Executive Officer of the Registrant, effectivé March 18, 2013, which will be the effective date of Mr. Holveck's retirement. Mr. De
Silva will ‘also be appointed to the Board effective March 18, 2013, which is the effective date of Mr. Holveck's resignation from the
Board. In connection with Mr. De Silva's appointment as President and Chief Executive Officer of the Company, he entered into an
executive employment agreement, effective as of March 18, 2013.

)

RESULTS OF OPERATIONS

The Company reported a Net loss attributable to Endo Health Solutlons Inc for the year ended December 31,2012 of $740.3
million or $6.40 per diluted share on total revenues of $3.03 billion compared:with Net income attributable to Endo Health Solutions
Inc. of $187.6 m11110n or $1 55 per diluted share on total revenues of $2.73 billion for the year ended December 31, 2011

Consolidated Results Revnew
Year Ended December 31, 2012 Compared to the Year Ended December 31, 2011

‘Revenues. Revenues in 2012 increased- 11% to $3. 03 billion from $2.73 billion in 2011. This 1ncreake in revenues was driven by
revenue growth from our Endo Pharmaceuticals, Qualitest and HealthTronics segments, as well as the timing of our acquisition of-

AMS, Inc. during the second quarter of 2011, from which we derived a full year's revenue - during 2012, compared to less than seven
months during 2011.
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The following table displays our revenues by category and as.a percentage of total revenues for the years ended December 31
(dollars in thousands):

2012 2011

A : s % $ %
Lidoderm® ...........ooovveee..... S e ereeeeeeeeeereene e 8§ 947,680 31 § 825181 30
OPANA® ER....coocooroesvessssesssss s ssssessssssssssssse s e 299,287 10 .. 384,339 . 14
Voltaren® Gel................. ivivisernessssnesnageseeseasaesnistastessatesesanes ovetrenrerndanennans . 117,563 4 - 142,701 5
PETCOCEL® ......ooueieiieecciersieeireies e cte i erene e st seste s esesa e e sbesne San e nes 103,406 3 104,600 4
FIOVAB e eeeseseeoesesesssesesssesessesesssessseseesesesesesessssesssesesesesesenes 61,341 2 58,180 2
Supprelin® LA........c..oooeieereeieriieinierneesteresessneesessesesneesesseesensasseseons 157,416 2 50,115 2
Other BIANS..,.....coveveeeeeriereeiereeereeceeseese e se et s et nnsesesersssensesersesens 91,291 . .3 92,651 3

Total Endo Pharmaceuticals® .........c...cccceeeeecnnnreceecenenne. erereneneen $ 1,677,984 55 $ 1,657,767 61
QUALILESE......oooviiriniii i 633,265 21 566,854 21
AMS oo e eeenenene s e 504,487 17 300,299 11
HEAIHTIOMICS ...ccvrvrcversceressserensens s ssssessens S 211,627 , 7 205,201 8
Total TEVENUES™ .......ccoierreiericereeiioreenencbeesanessestesenesssenes teeereiniensienens $ 3,027,363 -100 $ 2,730,121 100

*  Percentages may not add due to rounding.

Lidoderm®. Net sales of Lidoderm® in 2012 increased 15% to $947.7 mllhon from $825.2 million in 2011. We were required to
pay Hind royalties based on net sales of eroderm® until this obligation expired on November 23, 2011. Hind royaltles were recorded
asa reductron to net sales due to the nature of the license agreement and the characferistics of the license involvement by Hind in
leoderm Due to the expiration of the Hind royalty, net sales were $77.9 ‘million higher during 2012, respectively, compared to
2011. Beyond this change for the Hind royalty, leoderm had solid performance this year on increased scripts from 2011, and
continues to generate strong cash flow that we ¢an use to invest in our business to continue to further diversify our revenue base.
Pursuant to the Watson Settlement Agreement we expect Watson to launeh its lidocaine patch 5%, a generic version of leoderm on
September 15, 2013, negatively impacting future net sales of Lidoderm®.

Opana ER. Net Sales of Opana ER m 2012 decreased 22% t0 $299.3 million from $384 3 million in 2011. In the first half of
2012, after our first quarter supply drsruptron associated with the shutdown of Novartis's Lincoln, Nebraska manufacturmg facility, we
transitioned to our formulation of Opana® ER, designed to be crush-resistant. While we believe our ongoing commercial efforts, which
include direct and indirect sales efforts, coupon pragrams, educafion and promotion within targeted customer channels, have
contributed positively to the uptake of our crush-resistant formulation, revenues since the transition have not returned to historical pre-
transition levels. The decrease during 2012 compared to 2011, was driven by a combination of the reduced volumes associated with
our previously discussed transition efforts as well as the direct impact of the first quarter 2012 supply disruption, which caused some
patients to switch to other pain relief products. As a result of the above-referenced market disruption and increased competition within
the extended release opioid category beginning in January 2013, we expect Opana® ER sales to decline in 2013. However, the extent
to which our revenues will be affected is subject to a number of uncertainties including the FDA's determination regarding whether the
original formulation of Opana® ER was withdrawn. for safety reasons, which we expect will be decided in May 2013, as well as certain
other FDA actions that could impact the ability of both branded and generic competition for Opana® ER to enter the market.

Voltaren® Gel. Net Sales of Voltaren® Gel in 2012 decreased 18% to $117.6 million from $142.7 million in 2011. Due to short-
term Voltaren® Gel supply constraints resulting from the shutdown of Novartis's Lincoln, Nebraska manufacturing facility, there were
no sales of Voltaren® Gel during the three months ended March 31, 2012, which negatively impacted sales on a full-year basis,
resulting in a sales decrease from 2012 to 2011. This decline was partially offset by the effect of the market's efforts to return stock of
Voltaren® Gel to normal levels during the second quarter.of 2012. Subject to FDA approval, we believe one or more competing
products could potentially enter the market during the second quarter of 2014, negatively impacting future sales of Voltaren® Gel.

Percocet®. Net sales of Percocet® in 2012 decreased 1% to $103.4 million from $104.6 million in 2011. This decreaoe was
primarily attributable to reduced volumes, partially offset by price increases.

Frova®. Net sales of Frova® in 2012 increased 5% to $61.3 million from $58.2 million in 2011. The increase was primarily
attributable to price increases, partially offset by reduced volumes.

Supprelin® LA. Net sales of Supprelin® LA in 2012 increased 15% to $57.4 million from $50.1 million in 2011. This increase
was driven by increases to both price and volume, resulting primarily from an increase in new patient starts and a growing base of
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continued care patients. We believe this growth is largely due to a strong base of national opinion leader support and ongoing efforts to
streamline the treatment initiation process.

Other brands. Net sales of our other branded products in 2012 decreased 1% to $91.3 million from $92.7 million in 2011. This
decrease was primarily driven by sales growth of Valstar® and Fortesta® Gel, partially offset by decreased sales of Opana® as demand
continues to shift to Opana® ER.

Qualitest. Net sales of our generic products in 2012 increased 12% to $633.3 million from $566.9 million in 2011. This increase
was primarily driven by strong demand for Qualitest's diversified product portfolio and favorable pricing as a result of market
opportunities, which drove gross profit of over 35%. During the year ended December 31, 2012, revenues from Qualitest's top 15
products increased 11% to $373.1 million in 2012 from $335.6 million in 2011. This increase, which was largely driven by increased
volumes and pricing upside, was partially offset by reduced revenues from products impacted by the supply disruption associated with
the previously disclosed shutdown of Novartis Consumer Health's Lincoln, Nebraska manufacturing facility.

AMS. Revenues from our AMS segment in 2012 increased 68% to $504.5 million from $300.3 million in 2011. This increase is
attributable to the timing of our acquisition of AMS, Inc., which contributed revenue during the full twelve months ended
December 31, 2012 compared to less than seven months of revenue during 2011. However, this increase was partially offset by lower
than usual sales in AMS's women's health line, which relates primarily to a reduction in mesh procedural volumes, particularly as to
pelvic organ prolapse (POP) repair procedures. This reduction in mesh procedural volumes may be in response to a July 2011 update
to the October 2008 Public Health Notification issued by the FDA to further advise the public and medical community regarding
potential complications associated with transvaginal placement of surgrcal mesh to treat POP and SUI, as well as to the attorney
advertising associated with transvaginal mesh lltlgatlon

HealthTronics. Revenues from our HealthTronics segment in 2012 increased 3% to $211.6 million from $205.2 million in 2011.
This increase was primarily attributable to the revenues from the electronic medical regords software companies, Intuitive Medical
Software, LLC and meridianEMR, Inc. which we acquired in the second half of 2011, partially offset by the loss of sales from our .
IGRT business, which was sold in August 2011.

Gross ‘Margin, Costs and Expenses. The following table sets forth costs and expenses for the years ended December 31 (dollars
in thousands):

2012 _ 2011
S : % of Revenues S % of Revenues
COSE OF TEVEIIUES «rvvseveeeesssssanneeeseersessssssessesssssmssmsnsnnsnssnispissossrsses covevreeeeen $ 1,261,093 2 $ 1,065,208 39
Selling, general and administrative™® ..........cccooeominnnsiesescscnnecinen .- 898,847 30 813,271 30
Research and development ..........cceeeveieeriiininnienin s 226,120 7 182,286 7
Patent litigation settlement, net ......o.oeeceeenirnnrinenines ! s 85,123 3 — —
Litigation-related and other CONtINGENCIES™ ......ovvereressssssssrssrsscssccsccsssis e 316,425 10 11,263 —
Asset IMPAITMENE CHATEES ......vvvvevvevecrvrrenreneersssssesssnesssesssssesssesssssssssssesssinsees 768,467 25 116,089 4
Acquisition-rélated and integration items, Net .........cocccveecieciniiniiniiniiincnns -+ 23,015 1 33,638 1
Total costs and expenses*™ ...........cciversven e saees $ 3,579,090 © 118§ 2,221,755 81

*  $11.3 mllhon of costs incurred in 2011, associated primarily with an unfavorable court decision in the matter of Allmed
Systems Inc. d/b/a Lisa Laser USA, Inc. and Lisa Laser Products OHG. vs. HealthTronics, Inc., which had prev1ously been
reported as a component of Selling, general and administrative expenses, have been reclassified as Litigation-related and other
contingencies to conform to current year presentation.

*x Percentages may not.add due to roundmg

Cost of Revenues and Gross Margin. Cost of revenues in 2012 mcreased 18% to $1,261.1 mllhon from $1,065.2 million in
2011. This increase was primarily driven by increased revenues and our June 2011 acquisition of AMS, Inc., which contributed
approximately $162.9 million to our Cost of revenues in 2012, compared to $124.2 million in 2011. Cost of revenues was also
impacted by the 2012 charge of $102.0 million related to the 2010 Impax Settlement Agreement. In addition, gross profit margins
decreased to 58% in 2012 from 61% in 2011. This decrease in gross profit was primarily due to changes in the mix of revenues and the
corresponding margins.

Selling, General and Administrative Expenses. Selling, ge'neral and administrative expenses in 2012 increased 11% to $898.8
million from $813.3 million in 2011. This increase was primarily attributable to the timing of our acquisition of AMS, Inc. and the
inclusion, during 2012, of $272.6 million of a full twelve months of AMS expense, compared to $153.1 million in 2011, representing
less than seven months of AMS Selling, general and administrative expense. Also contributing to this increase was an increase in
expenses of $9.0 million related to separation benefits incurred in connection with continued efforts to enhance the Company's
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operations. These increases were partially offset by a decrease in Endo Pharmaceuticals sales, advertising and promotional expenses
of approximately $22 million, incentive compensation of approximately $10 million and other expenses of approximately $5 million.

Research and Development Expenses. Research and development expenses in 2012 increased 24% to $226.1 million from
$182.3 million in 2011. This increase is primarily due to $57.9 million in expense related to upfront and milestones payments in 2012,
which included the initiation of the BEMA® Buprenorphine development program, compared to $19.1 million in 2011. In addition,
expenses increased $29.4 million as a result of the addition of AMS's research and development portfolio upon our June 2011
acquisition of AMS, Inc. Due to the timing of our AMS,; Inc. acquisition, our AMS segment incurred Research and development -
expenses during the entire twelve month period ended December 31, 2012, as compared to a partial period's expense in 2011. These
increases were partially offset by a decrease in expenses of approximately $21 million related to our branded R&D programs as we
focused our efforts on key products in development. :

We invest in research and development because we believe it is important to our long-term competitiveness. As a percent of
revenues, R&D expense was approximately 7% in 2012 and 2011, and 8% in 2010. The variation in R&D expense as a percent of
revenues is primarily due to upfrotit and milestone payments to third party collaborative partners included in R&D expense totaling
$57.9 million or 2% of revenue, $19.1 million or 1% of revenue and $23.9 million or 1% of revenue in 2012, 2011 and 2010,
respectively. In addition to upfront and milestone payments, total research and development expenses include the costs of discovery
research, preclinical development, early- and late-clinical development and drug formulation, as well as clinical trials, medical support
of marketed products, other payments under third-party collaborations and contracts and other costs. Research and development
spending also includes enterprise-wide costs which support our overall research and development infrastructure. These enterprise-wide
costs, which primarily relate to our Endo Pharmaceuticals segment, are not allocated by product or to specific R&D projects.
Unallocated enterprise-wide R&D costs were $52.5 million, $63.5 million and $57.3 million in 2012, 2011 and 2010, respectively.

We continually evaluate our portfolio of R&D assets to appropriately balance our early-stage and late-stage programs in order to
support future growth of the Company. With the addition of Qualitest Pharmaceuticals in November 2010, the Company’s
pharmaceutical R&D programs now include projects in a diversified set of therapeutics areas, including pain'management, urology,
endocrinology, central nervous system (CNS) disorders, and immunosuppression, oncology, women ’s health and hypertension
markets, among others.

We manage our pharmaceutical R&D programs on a portfolio basis, investing resources in each stage of research and
development from early discovery through late-stage development. These stages include: (1) early-stage projects consisting of assets
in both preclinical and Phase I programs; (2) middle-stage projects consisting of assets in Phase II programs, and (3) late-stage
projects consisting of assets in Phases III programs, assets in which an NDA is currently pending approval, or on-market assets in post
marketing stages, such as Phase IV programs and post marketing regulatory commitments.

We consider our branded R&D programs in Phase III, or late-stage development, to be our significant R&D programs as they
could potentially have an impact on our near-term revenue and earnings. As of December 31, 2012, our late-stage branded
pharmaceutical programs, excluding on-market assets, include Aveed™ and BEMA® Buprenorphine.

The Company’s pharmaceutical research and development efforts are also focused on the goal of developing a balanced,
diversified portfolio of innovativée and clinically differentiated generic products across a wide range of therapeutic areas. We generally
focus on selective generics that have-ene-or more barriers to market entry, such as complex formulation, regulatory or legal challenges
or difficulty in raw material sourcing. We believe products with these characteristics will face a lesser degree of competition and
therefore provide longer product life ciicles and higher profitability than commodity generic products. For the years ended
December 31, 2012, 2011 and 2010, the Company’s direct R&D expense related to generics was $29.1 million, $29.1 mllllon and
$17.5 million, respectively.

FDA approval of an abbreviated new drug application (ANDA) is required before a generic equivalent of an existing or
reference-listed drug can be marketed. As of December 31, 2012, we have approximately 40 ANDAs under active FDA review in
multiple therapeutic areas. The timing of final FDA approval of ANDA applications depends on a variety of factors, including whether
the applicant challenges any listed patents for the drug and whether the manufacturer of the reference listed drug is entitled to-one or
more statutory exclusivity periods, during which the FDA is prohibited from approving generic products. In certain circumstances, a
regulatory exclusivity period can extend beyond the life of a patent, and thus block ANDAs from being approved on the patent
expiration date.

We are also committed to developing new products and improving our current products in our medical device business to
provide physicians and patients with better clinical outcomes through less invasive and more efficiently delivered therapies. Most of
these R&D activities are conducted in our Minnesota and California facilities, although we also work with physicians, research
hospitals, and universities around the world. Many of the ideas for new and improved products come from a global network of leading
physicians who also work with us in evaluating new concepts and in conducting clinical trials to gain regulatory approvals. We
conduct applied research in areas that we think will likely lead to product commercialization activities. This research is often done at a
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technology platform level such that the science can be utilized to develop a number of different products. The development process for
any new product can range from months to several years, primarily depending on the regulatory pathway required for approval.

Our product development engineers work closely with their marketing partners to identify important needs in the urology,
gynecology, urogynecology and colorectal markets. The team then analyzes the opportunities to optimize the value of the product
development portfolio. Our product development teams continue to improve our current product lines and develop new products to
increase our market share and also expand the markets we serve. In addition, we believe our clinical data will continue to drive market
expansion for our therapies and demonstrates our technology leadership position.

The following table presents the composition of our total R&D expense as of December 31, 2012 and, for our branded
pharmaceuticals R&D portfolio, the number of projects by stage of development:

Research and Development Expense (in

thousands) Number of Projeets at December 31, 2012
Preclinical
2012 2011 2010 and Phase [ Phase I1 Phase III(1) Phase IV

Early-stage $ 13,903‘_ $ 26638 $ 22872 13 '
Middle-stage ..........cccoourvnrunnnens I.', ............. 5,595 11,697 13,373 2 _
Late-Stage.......coovrecerererrerereeesrenegseneganne. 53,510 21,447 33,485 2 2

Sub-Total(2)....ccccccrerevricrrrrereerereenan. $ 78,008 $§ 59,782 $ 69,730
Qualitest portfolio(2) ......c.ccurvernenen . 29,057 29,121 17,452
AMS portfolio(2) ....cccoveeeioeevcncnrennenaione 59,207 29,850 _—
HealthTronics portfolio(2)..................... 7,368 ' . -
Entexpnse-w1de unallocated R&D costs © 52,480 63,533 ‘ 57, 343
Total R&D expense.........coceverercerrereraenns $ 226 120 $ 182.286 $ 144 525

(1) Includes projects for which an NDA has been filed with the FDA.
(2) Excludes all ¢osts not allocated to spec1ﬁc products and R&D pro_]ects

- These amounts are not necessanly indicative of our future R&D spend or our future R&D focus. Over time, our R&D spend
among categories is unpredictable. We continually evaluate.each product under development in an effort to allocate R&D dollars
efficiently to projects we believe to be in the best interests of the Company based on, among other factors, the performance of such
products in preclinical and/or clinical trials, our expectations regarding the potential future regulatory approval of the product and our
view of the potexmal commercial viability of the product in light of market conditions.

R&D expenses, excluding upfront and milestone payments, are expected to decrease as we continue to streamline and integrate
the R&D functions of our subsidiaries and focus our efforts on key products in development. As we continue to execute on our
strategy of being a healthcare solutions provide'r’ with an integrated business inodel that includes branded and generic prescription
drugs, medical devices and healthcare services, the composition of research and development expense may change reflecting our focus
on these multiple products and platforms.

Patent Litigation Settlement, net. Ot Ma‘y' 28,2012, Endo Pharmaceuticals Int. (EPI) entered into a Settlement and License
Agreement (the Watson Settlement Agreement) among EPI and Teikoku, on the one hand, and Watson, oni the othet hand. The Watson
Settlement Agreement settled all ongoing patent litigation among the parties relating to Watson’s generic version of Lidoderm®. Under
the terms of the Watson Settlement Agreement, the parties dismissed their respective claims and counterclaims without prejudice. As
part of the settleinent, Watson agreed not to challenge the validity or enforceability of Endo’s and Teikoku’s patents relating to
Lidoderm® with lréspect to Watson’s generic version of Lidoderm®. Watson also agreed not to sell its generic version of Lidoderm®
until it received FDA approval and, in any event, no sooner than September 15, 2013, except in limited specific circumstances (such
date being the Start Date). Endo and Teikoku agreed to grant Watson a license permitting the sale of generic Lidoderm® upon the Start
Date in the U.S. The license to Watson is exclusive as to Endo’s launch of an authorized generic version of Lidoderm® until the earlier
of 1) the introduction of a generic version of Lidoderm® by a company other than Watson, or 2) seven and a half months after Watson
launches its generic version of Lidoderm®. Endo will receive an at market royalty equal to 25% of the gross profit generated on
Watson's sales of its generic version of Lxdoderm during Watson's period of exclusivity.
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Additionally, the Watson Settlement Agreement provides that Endo and Teikoku will provide, at no cost, to Watson’s wholesaler
affiliate branded Lidoderm® product for Watson’s wholesaler affiliate’s distribution, subject to certain terms and conditions. Given that
Watson received FDA approval of its generic version of Lidoderm® in August 2012, Endo and Teikoku will provide branded
Lidoderm® of value totaling $12.0 million ¢ach month ($96.0 million i total for 2013) (valued at the then-prevailing wholesale
acquisition cest) beginning on January 1, 2013 through August 1, 2013. The obligation of Endo and Teikoku to provide‘this branded
product at no cost terminates immediately upon the launch of a thrrd party’s generic versron ‘'of Lidodetm® in the U.S., including its
territories, possessions and the Commonwealth of Puerto Rico (the Temtory) "

Endo will be responsible for the payment of all gross to net adjustments arising from Watson's 'sale of the branded eroderm
product. : : .

In contemplatlon of the Watson Settlement Agreement, Teikoku has agreed to provide a rebate to Endo-equal to 50% of the cost
of branded Lidoderm® product that is required to be provided to Watson s wholesaler affiliate pursuant to Section 3(b), 3(c) and 3(d) of
the Watson Settlement Agreement. -

The Company has concluded that the Watson Settlement Agreement isa multrple-element arrangement and during the second
quarter of 2012 recognized a liability and corresponding chaige of $131.4 million ini Patént litigation settlement, net in the
Consolidated Statements of Operations representing the initial estimated fair value of the settlement component Fair value of the
settlement component was estimated using the probability adjusted expected value of branded Lidoderm® product to be prov1ded to
Watson at the anticipated wholesaler acquisition cost (WAC) expected to be in place at the time of shipment, less a reasonable-éstimate
of Watson's selling costs. The resultant probablllty-welglrted values were then discounted usmg a discount rate of 5.1%.

The Company believes that the level and timing of branded Lidoderm® product to be shlpped discount rate, and probabities -
used in the model appropriately reflect market participant assumptions. Because the liability is recorded at fair value using WAC, the
net charge recognized in 2012 is comprised of several elements, including our cost of product to be shipped, estimated gross-to-net
deductions to be paid by the Company and the estimated product profit margin. We believe this i is the most appropriate measure of fair
value as these components combined represent the value accruing to Watson. As a result of using a fair value measurement, the charge
will be greater than the actual cost to the Company. As such, relief of the liability in subsequent periods through shipments of branded
Lidoderm® product will result in income, which we expect to record as a component of Other income, net in the Company's
Consolidated Statements of Operations. We intend to reclassify the portion of the settlement liability related to the gross-to-net
component into our gross-to-net reserves as product is shipped to Watson, the effect of which will be to offset a portion of the income
that will be recognized into Other income, net in the Company's Consolidated Statements of Operations, as the settlement liability is
relieved. The rebate arrangement with Teikoku will aiso be accounted for prospectively as product purchased from Teikoku will be
recorded into inventory at the discounted purchase price and relieved as shipments are made to Watson. The benefit associated with
this rebate will be recorded as a component of Other income, net in the Company's Consolidated Statements of Operations.

On August 23, 2012, Watson announced it recerved FDA approval on its ANDA for its lldocame patch 5%, a genenc version of
Lidoderm®. The Company anticipates Watson will launch its generic version of Lidoderm® on September 15, 2013 pursuant to the
terms of the Watson Settlement Agreement. In light of Watson's anticipated September 2013 launch, the Company reassessed its
obligation to Watson and believes it will not be obligated to provide to Watson’s wholesaler affiliate branded Lidoderm® product
beyond September 2013. Accordingly, in the third quarter of 2012, the Company recognized a change.in estlmate with respect to its
obligation and reduced its liability associated with the Watson Settlement Agreement by $46.2 million to $85.1 mrlhon The
corresponding gain of $46.2 million was recorded in Patent litigation settlement, net in the Consolidated Statements of Operatlons
Future changes, if any, resulting from revisions to the timing or the amount of the original estimate will be recognized as'an increase
or a decrease in the carrying amount of the litigation settlement liability and the related Patent litigation settlement, net during the
period of change. Future changes in estimates to the settlement liability could have a matenal impact on our results of operations.

) ngatwn-Related and Othqr Contingencies. Charges for thrgatlon-related and other contingencies in 2012 totaled $316.4
million compared to $11.3 million in 2011. The 2012 amount relates to charges associated with certain of our legal proceedings and
other contingent matters as descrlbed in more detail in Note 15. Commitments and Contmgenc1es in the Consolidated Financial
Statements, included in Part IV, Item 15, of this report "Exhibits, Financial Statement Schedules". The 2011 charge relates primarily to
an unfavorable court decision in the matter of Allmed Systems Inc. d/b/a Lisa Laser USA, Inc and Lisa Laser Products OHG. vs.
HealthTronics, Inc.,

Asset Impairment Charges. Asset 1mpa1rment charges in 2012 totaled $768.5 million compared to $116 1 mllhon in 2011 The
impairment charges were related to goodw1ll other intangibles and other miscellaneous assets and are further discussed below by
segment. Our impairment review processes are described in further detail under the caption "CRITICAL ACCOUNTING

ESTIMATES".

Endo Pharmaceuticals Segment

As part of our year-end financial close and reporting process, the Company concluded that impairment assessments were
required to evaluate the recoverability of certain definite-lived intangible assets associated with our Supprelin® and Vantas® franchises
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in certain non-U.S. markets. After performing these assessments, we recorded pre-tax non-cash impairment charges of $2.0 million
and $3.7 million, respectively, representing the remaining carrying amounts of these assets.

The Company also reviewed its in-process research and development indefinite-lived intangible assets in connection with its
annual 1mpa1rment testing. As a result of market and potential regulatory changes in certain non-U.S. markets, we determined that our
European Valstar® asset and our Asian Sanctura® asset were not recoverable. In the fourth quarter of 2012, we recorded pre-tax non-
cash impairment charges of $2.0 million, and $8.0 million, respectively, representing the carrying amounts of these assets.

Pursuant to the Sanctura XR® Amended and Restated License, Commercialization and Supply Agreement with Allergan USA,
Inc. (Allergan), the’ Company receives royaltles based on net sales of Sanctura XR® made by Allergan. In March 2009, Watson
Pharmaceuticals, Inc. (now doing business as Actavis, Inc. and referred to herein as Watson or Actavis) filed an Abbreviated New
Drug Application (ANDA) seeking FDA approval to market generic versions of Sanctura XR® before the expiration of Allergan’s
patents listed in the Orange Book. Subsequent to Watson’s ANDA filing, Sandoz Inc. and Paddock Laboratories, Inc. (acquired by
Perrigo Company in August 2011) also filed ANDAs for a generic version of Sanctura XR®. In April 2012, the U.S. District Court for
the District-of Delaware ruled that five patents.covering Allergan’s Sanctura XR® (trospium chloride) extended-release capsules were
invali'd The Company appealed this ruling, and subsequently in June 2012 our-appeal was dismissed.

Yoo

As part of our first quarter. 2012 ﬁnanc1al close and reporting process, the Company concluded that an impairment assessment
was required to evaluate the recoverablllty of the indefinite-lived intangible asset. The Company assessed the recoverability of this
asset and determined the fair value of the Sanctura XR® intangible asset to be $21.6 million at March 31, 2012. Accordingly, the
Company recorded a pre-tax non-cash impairment charge of $40.0 million in March 2012, representing the difference between the
carrying amount of the intangible asset and its estimated fair value. In October 2012, Watson announced that it had received FDA
approval for its generic version of Sanctura XR® and that it intended to begin shipping its product immediately. As a result, the
Company reevaluated the recoverability of the asset and determined that an impairment existed. The fair value of the Sanctura
XR® intangible asset was determined to be $5.0 million at September 30, 2012. Accordingly, the Company recorded an additional pre-
tax non-cash impairment charge of $11.2 million in September 2012. The remaining net book value was amortized in its entirety by
December 31, 2012, commensurate with the expected rate of erosion due to generic competition.

In early 2012, the Company terrmnated Penwest’s AO0O1 development program after conductmg an in-depth review of the
Company’s research and development activities, 1nclud1ng an analysis of research and development priorities, focus and available
resources for current and future projects and the commercial potential for the product. Accordingly, during the fourth quarter of 2011
we recorded a pre-tax, non-cash impairment charge of $1.6 million to write off this intangible asset in its entirety.

On December 27, 2011, the Company terminated its pagoclone development program after conducting an in-depth review of the
Company’s research and development activities, including an analysis of research and development priorities, focus and available
resources for current and future projects and the commercial potential for the produict. Accordingly, we recorded a pre-tax, non-cash
1mpa1rment charge of $8.0 million in 2011 to write off the refaining intangible asset in its entirety.

On Novernber 11, 2011, the. Company terminated development of the octreotide implant for the treatment of acromegaly aﬁer
conductmg an in-depth review of the Company’s research and development activities, including an analysis of research and
development priorities, focus-and available resources for current and future projects and the commercial potential for the product.
Accordingly, we recorded a pre-tax non-cash impairment charge of $9.0 miltion in 2011 to completely write-off the octreotide —
acromegaly intangible asset.

From September 21, 2012 through November 1, 2012, EPI and its partner Griinenthal received Paragraph IV Notices from each
of Teva, Amneal, Sandoz and ThoRx advising of the ﬁlmg by each such company of an ANDA for a generic version of the
formulation of Opana® ER designed to be crush-resistant. EPI intends, and has been advised by Griinenthal that they too intend, to
vigorously defend the intellectual property tights covering Opana® ER and to pursue all available legal and regulatory avenues in
defense of Opana® ER, including enforcement of the prodiict's intellectual property rights and approved labeling. However, there can
be no assurance that we will be successful. If we are unsuccessful and Teva, Amneal, Sandoz or ThoRx is able to obtain FDA approval
of its product, it may be able to launch a generic version of Opana® ER prior to the apphcable patents expirations in 2023, 2024, 2025
and 2029 respectively. : ,

While the original formulation of Opana® ER is'safe and effective when taken as prescribed, it was nevertheless subject to abuse,
misuse and diversion. Consequently, our subsidiary, EPT'discontinued from sale for safety reasons all strengths of Opana® ER
approved under New Drug Application (NDA) No. 021610 and notified the FDA of this discontinuation. As a result, the FDA moved
Opana® ER to the Discontinued List section of the Agency's Approved Drug Products with Therapeutic Equivalence Evaluations
(Orange Book). On August 13, 2012, EPI submitted a Citizen Petition with the FDA requesting that it (1) determine that the
discontinued, non-crush-resistant version of Opana® ER approved under NDA No. 021610 was discontinued for safety and can no
longer serve as a Reference List Drug (RLD) for'an ANDA or generic applicant; (2) refuse to approve any pending ANDA for a
generic version of the non-crush resistant version of Opana® ER approved under NDA No. 021610; and (3) suspend and withdraw the
approval of any ANDA referencmg Opina® ER apprOved under NDA No. 021610 as the RLD. The petltlon emphasmes the potential
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widespread availability of non-crush resistant generios of all strengths of Opana® ER in early 2013 and-calls iato question whether -
generics can properly be marketed in view of the discontinuation of Opana® ER for safety reasons. ,

On August-31, 2012, EPI submitted an additional Citizen Petition requesting that the FDA (1) require that any ANDA:
referencing the crush-resistant formulation.of Opana® ER contain data and information demonstrating that the proposed AN DA .
product isisimilarly crush resistant; (2) classify extended-release opioid formulations incorporating crush-resistant.technologies, such
as the new Opana® ER, as new dosage forms in Appendix C of the FDA's Orange Book; and (3) confirm that any ANDA referencing
Opana® ER approved under NDA No. 021610 will not be identified in the Orange Book as therapeutically equivalent to the crush-
resistant formulation of Opana® ER. The petition emphasized that the abuse of prescription opioid analgesics is at the center of a
major public health crisis of addiction, misuse, abuse, overdose and death and that objective criteria are required to evaluate whether a
formulation is truly crush-resistant. In January 2013, we received notice from the FDA that it had denied our August 31, 2012 Citizen
Petition. Other than an acknowledgment of receipt, we l,;ave received no response from the FDA;With respect to our August 13, 2012
Citizen Petition. ' B ' ‘ )

R

In light of recent legal, regulatory and competitive activity related to the crush-resistant formulation of Opana® ER, we
concluded that an impairment assessment was required to evaluate the recoverability of the Opana® ER indefinite-lived intangible:
assets and performed this analysis in conjunction with our third quarter 2012 10-Q filing. In performing this assessment, we calculated
the anticipated undiscounted cash flows related to Opana® ER on a probability-weighted basis, considering the potential outcomes that
could result from the recent regulatory developmerits diséussed in the above paragraphs, and c¢oncluded that no impairment charge was
required at Septemnber 30, 2012. Changes in any of ‘the assumptions used'in determining the fair value of this asset may result in the
need for future impairment testing, which could result in future impairment charges. : ' ' :

Qualitest Segment

Duting thé fourth quarter of 2011, the Company received a deficiency from the FDA on an’ANDA subnission for one of its lead
assets in its Qualitest Pharmaceuticals IPR&D portfolio. Subsequently, in early 2012, the Coﬁﬁany terminated its development
program for this asset as a result of the reguldtory challenges and changes in the development tifneline resulting from the FDA’s
request. In addition, as a result of changes in market conditions since the acquisition date, there has been a significant deterioration in
the commercial potential for this product. Accordingly, we recorded a pre-tax non-cash impairment charge of $71.0 million in 2011 to

write off the intangible asset in its entirety.

AMS Segment

Based on the results of the Company's Step I analysis for the AMS reporting unit, we recorded a pre-tax, non-cash goodwill
impairment charge in the Consolidated Statement of Operations for $507.5 million, representing the difference between the implied
fair value of the reporting unit's goodwill and its carrying amount as of October 1, 2012. The decline in the fair value for the AMS
reporting unit is the result of lower projected revenue growth and profitability levels. The lower projected operating results reflect
changes in the assumptions related to organic revenue growth, market trends; business mix, cost structure and other expectations about
the anticipated short-term and long-term operating results of the AMS reporting unit identified as part of our fourth quarter 2012
strategic planning and budgeting processes: Future changes, if any, to our assumptions may resuls in additional and potentially full
future impairment charges to eur AMS goodwill 6f up to $1.3 billion. S fo :

As a result of the Step I analysis, we also determined that the carrying amounts of the women's health developed technology
intangible asset and one of the AMS, Inc. IPR&D intangible assets were impaired. This determination was based primarily on lower
than initially expected revenue and profitability levels over a sustained period of time and downward revisions to management's short-
term and long-term forecasts for the AMS.women's health product line. Accordingly, we recorded a pre-tax non-cash impairment
charge of $128.5 million to impair the women's health developed technology intangible asset in its entirety. We also recorded a pre-tax
non-cash impairment charge of,$4.0 million to impair the IPR&D asset, representing the difference between the fair value and the
carrying amount, Future changes, if any, to our assumptions may result in additional and potentially full future impairment charges
related to this IPR&D asset of up fo $8.0 million. . ‘

During the second quarter of 2012, as a result of market and potential regulatory changes affecting the commercial potential in’
the U.S. for one of the AMS, Inc. JPR&D assets, the Company determined that the asset's carrying amount was no longer fully
recoverable. Accordingly, in the second quarter of 2012, we recorded a pre-tax non-cash impairment charge of $3.0 million, .
representing the difference between the fair value apd the carrying amount.

HealthTronics Segment C o ) . - S
iy : (S RENCA . : .

Based on the results.of the Company's Step If analysis for the Anatomical Pathalogy Services and HITS reporting units, we .
recorded pre-tax, non-cash goodwill impairment charges in the Consolidated Statement of Operations for $24.8 million and $25.1
million, respectively, representing the difference between the implied fair value of each reporting unit's goodwill-and the respective .
carrying amounts as of October 1, 2012. The declines in the fair values for these reporting units resulted from lower projected revenue
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growth and profitability levels for each respective business. The lower projected operating results reflect changes in the assumptions
related to organic revenue growth, new product development, strategic business changes, cost structure, market trends, business mix
and other expectations about the anticipated short-term and long-term operating results of these reporting units identified as part of our
fourth quarter 2012 strategic planning and budgeting processes. Future changes, if any, to our assumptions related to the HITS
reporting unit may result in additional and potentially full future impairment charges of $19.8 million.

As a result of the HITS Step II analysis, we also determined that the carrying amounts of certain HITS intangible assets were
impaired. This determination was based primarily on lower than initially expected revenue and profitability levels over an expected
sustained period of time and downward revisions to management's short-term and long-term forecasts for the HITS reporting unit.
Accordingly, we recorded pre-tax non-cash impairment charges of $3.0 million on these intangible assets, representing the difference
between the fair values and the carrying amounts.

Other

In July 2008, the Company made a $20 million investment in a privately-held company focused on the development of an
innovative treatment for certain types of.cancer. In September 2011, we impaired our investment in this privately-held company due to
the negative clinical trial results related to its tead asset. Accordingly, we wrote off our investment in its entirety and recorded an
impairment charge of $22.7 million.

Remaining Asset impéinnent charges Were(not material to the Consolidated Financial Statements in either 2012 or 2011.

Acquisition-Related and Integration Items, net. Acquisition-related and integration items, net totaled $23.0 million in expense
in 2012 compared to $33.6 million in expense in 2011. The decrease is primarily a result of the nonrecurring transaction costs in 2011
directly associated with the closing of the AMS acquisition of $25.8 million, partially offset by an unfavorable change in the fair value
of contingent consideration in 2012, which resulted in a loss of $0.2 million compared to a favorable change resulting in a gam of $7.4
million in 2011. The remdining change is a result of i 1ntegrat10n costs related to our recent acquisitions.

Interest Expense, net. The components of interest expense, net for the years ended December 31 are as follows (in thousands):

, . ] 2012 2011
INEETESt EXPEIISC. ..c.ourevieiiereeietcteeetete ettt ettt et sseesees e eeeeseseesesasasesesensesenssseseasesessssesessassens $ 183240 $ 148,623
INEETESE IMCOMIE. ......c.ovcvieiecceceieeet e ettt r e bbb eseseeseeeetasasse e eneeeeeeaeeasesesesesenene (406) (599)
INEETESt EXPENSE, MEL....uviviireinitiiiiitiititii it ca st es ettt bbbt s bbb s b b senrans $ 182834 $ 148,024

Interest expense during 2012 totaled $183.2 million compared to $148.6 million in 2011. The increase from 2011 to 2012 was
primarily attributable to increases in our average total indebtedness resulting from our June 2011 borrowings of $900.0 million of
senior notes and $2.2 billion of term loan indebtedness in connection with our June 2011 acquisition of AMS, Inc.

Net Loss on Extinguishment of Debt. In February 2012, we made a prepayment of $205.0 million on our Term Loan B Facility.
We made additional prepayments.of $33.0 million and $39.7 million in July 2012 and September 2012, respectively. In accordance
with the applicable accounting guidance for debt modifications and extinguishments, approximately $7.2 million of the remaining
unamortized financing costs were written off in connection with our 2012 prepayments. This amount was included in the Consolidated
Statements of Operations as a Net loss on extinguishment of debt.

Upon the establishment of our 2011 Credit Facility, financing costs of $56.2 million paid to establish the 2011 Credit Facility as
well as financing costs of $6.2 million associated with prior credit facilities, were deferred and are being amortized to interest expense
over the life of the 2011 Credit Facility. Approximately $8.5 million of the deferred financing costs associated with prior credit
facilities was also written off at this time in accordance with the applicable accounting guidance for debt modifications and
extinguishments and was included in the Consolidated Statements of Operations as a Net loss on extinguishment of debt. Additionally,
in September 2011 and December 2011, we made prepayments of $135.0 million and $125.0 million, respectively, on our Terin Loan
B Facility. In accordance with the applicable accounting guidance for debt modifications and extinguishments, approximately $3.4
million of the remaining unamortized financing costs was written off in connection with our 2011 prepayments and included i in the
Consolidated Statements of Operations as a Net loss on extinguishment of debt.

Other Income, Net. Other income, net was $0.2 million of income in 2012 compared to $3.3 million of income in 2011.

Income Tax. In 2012, we recognized $53.6 million of income tax benefit compared to expense of $109.6 million in 2011. The
effective income tax rate was 7.2% in 2012 compared to 31.2% in 2011. The change in the effective tax rate is largely driven by
charges not deductible for tax purposes mcludlng our goodwill impairment charge and certain non-deductible litigation-related and.
other contmgent matters. , g
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Additionally, .in 2012 we recorded a $6.3 million benefit for a prior period adjustment related to the reversal of a 2010 «capital
Joss valuation allowance recorded in connection with our acquisition of HealthTronics, Inc. The valuation allowance was reversed
because of a 2011 transaction that resulted in a realized ordinary loss for income tax purposes.

Net Income Attributable to Noncontrolling Interests. As a result of our July 2010 acquisition of HealthTronics, Inc., we own
interests in various partnerships and limited liability corporations (LLCs) where we, as the general partner or managing member,
exercise effective control. Accordingly, we consolidate various entities where we do not own 100% of the entity in accordance with
the accounting consolidation principles. Net income attributable to noncontrotlirig interests relates to the portion of the net income of
these partnerships and LLCs not attributable, directly or indirectly, to our ownership interests. Net income attributable to
noncoritrolling interest totaled $52.3 million in 2012 and $54.5 million in 2011.

2013 Outlook. We estimate that our 2013 total revenues will be between $2.80 billion and $2.95 billion. This estimate is based
on our expectation of growth in Qualitest and AMS offset by a decrease in Endo Pharmaceuticals revenues resulting from the entry of
a single generic competitor to Lidoderm®, and by erosion in market share for Opana® ER due to competition from a single, non-AB-
rated generic. Cost of revenues as a percent of total revenues is expected to increase when compared to 2012 as a result of the
simultaneous growth in lower margin generic pharmaceutical product sales and decline in higher margin branded pharmaceutical sales
in 2013. Selling, general and administrative expenses as a percentage of revenues are expected to decliné in 2013 relative to 2012
reflecting continuing efficiency improvement efforts and the annualization of the effects of cost reductions initiated in 2012. Research
and development expenses, excluding upfront and milestone payments, are expected to decrease as we streamline and integrate the
R&D functions of our subsidiaries and focus our efforts on key products in development. There can be no assurance that the Company
will achieve these results.

Year Ended December 31, 2011 Compared to the Year Ended December 31, 2010

Revenues. Total revenues in 2011 increased 59% to $2.73 billion from $1.72 billion in 2010. This increase in revenues is
primarily driven by our 2011 acquisition of AMS, Inc., from which we derived $300.3 million in revenue, plus the full-year impact
from our 2010 acquisitions, including $446.2 million in revenues from Qualitest Pharmaceuticals products and $205.2 million in
revenues from HealthTronics, Inc. The remaining increase in total revenue was driven by organic growth in our Endo Pharmaceuticals
product portfolio including Lidoderm®, Opana® ER and Voltaren® Gel. Sales growth of our Endo Pharmaceuticals segment was
essentially volume driven.

The following table displays our revenues by category and as a percentage of total revenues for the years ended December 31
(doMHars in thousands). We have retrospectively revised the segment presentation for all periods presented reflecting the change from
three to four reportable segments.

2011 2010
$ % $ %
LAAOAEIM® oo seeeseeseeseseesesesesesssmnsssasssnsssssssasssssssssesaseeseisees $ 825,181 30 § 782,609 46
0pana® ER..........cooiiimeniniesiceicesiis s 384,339 14 239,864 14
VORATER® GeL.......eceeeririeeeerierereeeseeseee s esesasassenebess s s s s b sesnensasenss 142,701 "5 - 104,941 6
PEICOCEI® ..ooieveeeeeeeeeereeeeeerreeseiaseseeiesesastnessbbeessasbeaaa s saessssanassessastesess 104,600 4 121,347 7
FROVAB ......oceeeeeeeeeeeeeeteeeieeessteeesnesesaesee s e sesnesantasaea s beseaessabeasnesonnsesonns 58,180 2 59,299 3
SUPPIelin® LA........ccccoiiininmitinreeee et ssasses 50,115 2 46,910 3
Other brands................. eereeseenraeeaena ettesrteeitesirteaeae s ber e tesneseatrassranees 92,651 3 112,602 7
Total Endo Pharmaceuticals™ ...........ccoeereeucerecrrinicneiserenimsssansnsens $ 1,657,767 61 $ 1,467,572 86
QUEALKEESEevy e eeererseeeeseessssees s ssse st sss s 566,854 21 146,513 9
AMS oo et e 300,299 1 — —
HealthTronics ............. teeereeiiteosasasreeesbeeebe e raaesraeenere eeeererensereeibones 205,201 8 102,144 6
TOtAl TEVENUES™......ceeeereeveerrereressensssessnees et e $ 2,730,121 100 $ 1,716,229 100

*  Percentages may not add due to rounding.

" Lidoderm®. Net sales of Lidoderm® in 2011 increased 5% to $825.2 million from $782.6 million in 2010. The increase:in net
sales was primarily attributable to increased volumes in 2011. In addition, we were required to pay Hind royalties based on net sales of
Lidoderm® until this obligation expired on November 23, 2011. Hind royalties were recorded as a reduction to net sales due to the
nature of the license agreement and the characteristics of the license involvement by Hind in Lidoderm®. Due to the expiration of this
obligation, these royalties decreased from $86.8 million in 2010 to $77.9 million in 2011, which had a favorable impact to 2011 net
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sales. Lidoderm® had solid performance this year and continues to generate strong cash flow that we can use to invest in.our business
to continue to further diversify our revenue base.

Opana® ER. Net sales of Opana® ER in 2011 increased 60% to $384.3 million from $239.9 million in 2010. The increase in net
sales was primarily attributable to continued prescription and market share growth of the product, as we continue to drive our
promotional efforts through physician targeting. In addition, our strategy to contract with managed care organizations has resulted in
increases in volume as we have broadened our access for the brand.

Voltaren® Gel. Net sales of Voltaren® Gel in 2011 increased 36% to $142.7 million from $104.9 million in 2010. The increase
was driven by volume. The Company launched Voltaten® Gel in March 2008 and we believe the growth of Voltaren® Gel since its
launch is driven by the product’s proven clinical efficacy combined with our continued promot10na1 activities aimed at increasing
product awareness in the target audience. :

Percocet®. Net sales of Percocet® in 2011 decreased 14% to $104.6 million from $121.3 million in 2010. The decrease was
primarily attributable to decreased volumes during 2011 as compared to 2010

Frova®. Net sales of Frova® in 2011 decreased 2% to $58.2 mllllon from $59.3 m11110n in 2010. The decrease in net sales was
primarily attributable to reduced volumes during 2011 as compared to 2010, partially offset by price increases.

Supprelin® LA. Net sales of Supprelin® LA in 2011 increased 7% to $50.1 million from $46.9 million in 2010. This increase was
driven primarily by volume growth during 2011, resulting primarily from an increase in new patient starts and a growing base of
continued care patients. We believe this growth is largely due to a strong base of national opinion leader support and ongoing efforts to
streamline the treatment initiation process,

Other brands. Net sales of our other branded products in 2011 decreased 18% to $92.7 million from $112.6 million in 2010.
This decrease was primarily attributable to decreased sales of Opana® as demand continues to shift from Opana to Opana ER. This
decrease was partially offset by the 2011 launch of Fortesta® Gel whlch contributed $14. 9 million of net sales in 2011 as well as
increased sales of both Vantas® and Valstar®.

Qualitest. Net sales of our Qualitest segment in 2011 increased 287% to $566.9 million frot $146.5 million in 2010. This
increase was primarily driven by our acquisition of Qualitest Pharmaceuticals on November 30, 2010. Qualitest-Pharmaceuticals
products contnbuted $446.2 million of net sales of generic products in 2011 ‘compared with $30 3 m11110n in 2010.

AMS. Revenues from our AMS segment in 2011 were $300.3. mllllon and were pnmanly attnbutable to sales of products from
our AMS, Inc. subsidiary, which we acquired in June 2011. AMS products that represented approx1mately 1% or more of our
consolidated total revenues in 2011 included the AMS 700® series of inflatable prostheses, the AMS 800® artlﬁclal urinary sphincter,
the GreenLight™ laser therapy products used to treat BPH, the-Monarc® subfascial hammock and the Elevate™ anterior pelvic floor
repair system. :

HealthTronics. Revenues from our HealthTronics segment in 2011 increased 101% to $205.2 million from $102. 1 million in_
2010. This increase was driven by the full-year impact of HealthTronics, Inc., which contributed six months of revenue in 2010
compared tq a full year of revenue in 2011. The $205.2 million consisted primarily of lithotripsy fees of $110.2 million, cryosurgery
treatment fees of $26.0 million and other service revenues from our HealthTronics segment.
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- Gross Margin; Costs and Expenses. The following table sets forth costs and expenses for the years ended December 31 (dollars
in thousands): G

Lo ..o aem 2010

_ N S . oot : A ....8% . % ofRevenues $ % of Revenyes
COSt Of TEVEIUBS .....luinsicieeblieiodsiissstinssnessmiosseisnsiarsessasesssassesnessessnasanesssn $ 1,065,208 - 39 $ 504,757 29
Selling, general and administrative™.........ococoevinnieiiiniiiene i1 813,271 30 547,605 32
Research and development ..........ouuiiiimniiispnniscininn: s 182,286 7 144,525 8
Litigation-related and other contingencies*‘.‘ ...... eeeeeeieseenenion g 11,263 — — , —
Asset impairment charges.............cevereicesesnscinan eeteereresesaessesessetons TR - 116,089 4 35,000 2
Acquisition-related and integration items, Net.........cooeviieinrinninsnenns 33,638 1 18,976 - © 1
Total costs and eXPEnSEs* ........ccouvvrercseesiesennciiinn e $ 2,221,755 81 $ 1,250,863 73

*  $11.3 million of costs incurred in 2011, associated primarily with an unfavorable court decision in the matter of Allmed
Systems Inc. d/b/a Lisa Laser USA, Inc. and Lisa Laser Products OHG. vs. HealthTronics, Inc., which had previously been
reported as a component of Selling, general and administrative expenses, have been reclassified as Litigation-related and other
contingencies to conform to current year presentation.

** Percentages may not add due to roundifig. -

Costs of Revenues and Gross Profit Margin. Costs of revenues in 2011 mcreased 111% to $1,065.2 million from $504.8 million
in 2010, primarily due to the acquisition of AMS, Inc. in June 2011 and a full year of activity from our 2010 acquisitions. Gross profit
margins were 61% in 2011 compared with 71% in 2010. The decrease in gross profit margin in 2011 is primarily due to our 2010
acquisitions, which contributed a lower gross profit margin percentage than Endo’s legacy produgts. Costs of revenues have also been
unfavorably impacted by the increased amortization expense resulting from the intangible assets recognized as part of our recent
acquisitions. Amortization expense in Costs of revenues was $1 85.5 million and $84.0 million in 2011 and 2010, respectively.
Beginning in November 2011, the Teikoku royalty based on net sales of Lidoderm® is also included in Costs of revenues. These
decreases in gross profit margin were partially offset by the elimination of the royalty obligation related to net sales of Opana® ER in
September 2010, subsequent to our acquisition of Penwest. :

Selling, General and Administrative Expenses. Selling, general and administrative expenses in 2011 increased 49% to $813.3
million from $547.6 million in 2010. The increase in Selling, general and administrative expenses was primarily attributable to our
second half 2010 acquisitions and our June 2011 acquisition of AMS, Inc., which, on a-‘combined basis, contributed approximately
$239.2 million of Selling, general and administrative expense during 2011 compared with $24.7 million during 2010. The'incredse
was also partially driven by certain integration costs and separation benefits incurred in connection with continued ¢fforts to enhance
the Company’s operations and included in Selling, general and administrative expenses totaling $19.7 million during 2011. The
remaining increase is primarily attributable to the overall growth of our business and the related increases in costs. Selling, general and
administrative expehses as a percentage of revenue decreased to 30% in 2011 from 32% in 2010.

Research and Development Expénses. Research and development expenses in 2011 increased 26% to $182.3 million from
$144.5 million in 2010. This increase was primarily driven by the addition of AMS, Inc.’s and Qualitest Pharmaceuticals’ research and
development portfolios to our existing programs, the progress of our branded pharmaceutical portfolio’s development, and the
expansion of our efforts in the pharmaceutical discovery and device research and development areas.

Litigation-Related and Other Contingencies. Charges for Litigation-related and other contingencies in 2011 totaled $11.3
million compared to zero in 2010. The 2011 charge relates primarily to an unfavorable court decision in the matter of Allmed Systems
Inc. d/b/a Lisa Laser USA, Inc. and Lisa Laser Products OHG. vs. HealthTronics, Inc.

Asset Impairment Charges. Asset impairment charges in 2011 totaled $116.1 million in 2011 compared to $35.0 million in
2010. The impairment charges were related to intangibles and other miscellaneous assets and are further discussed below by segment.
Our impairment review processes are described in further detail under the caption "CRITICAL ACCOUNTING ESTIMATES".

Endo Pharmaceuticals Segment

In early 2012, the Company terminated Penwest’s AO0OO1 development program after conducting an in-depth review of the
Company’s research and development activities, including an analysis of research and development priorities, focus and available
resources for current and future projects and the commercial potential for the product. Accordingly, during the fourth quarter of 2011
we recorded a pre-tax, non-cash impairment charge of $1.6 million to write off this intangible asset in its entirety.
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In May 2010, Teva Pharmaceutical Industries Ltd. terminated the pagoclone development and licensing arrangement with the
Company upon the completion of the Phase IIb study. As a result, the Company concluded that there was a decline in the fair value of
the correspondmg indefinite-lived intangible asset Accordingly, we recorded a $13.0 million impairment charge in 2010

On December 27, 2011, the Company terminated its pagoclone development program after conducting an in- depth review of the
Company’s research and development activities, including an analysis of research and development priorities, focus and available
resources. for current and future projects and the commercial potential for the product. Accordingly, we recorded a pre-tax, non-cash
impairment charge of $8.0 million to write off the remaining intangible asset in its entirety.

As part of our 2010 annual review of all IPR&D assets, we conducted an in-depth review of our octreotide assets for the
treatment of acromegaly and carcinoid syndrome, respectively. This review covered a number of factors including the market potential
of each product given its stage of development, taking into account, among other things, issues of safety and efficacy, product profile,
competitiveness of the marketplace, the proprietary position of the product and its potential profitability. Our 2010 review resulted in
no impact to the carrying amount of our octreotide — acromegaly intangible asset. However, the analysis identified certain commercial
challenges with respect to the octreotide — carcmmd syndrome intangible asset including the expected rate of physician acceptance and
the expected rate of existing patients willing to ‘switch therapies. Upon analyzmg the Company’s research and development priorities,
available resources for current and future projects, and the commercial potential for octreotide — carcinoid syndrome, the Company
decided to dlscontlnue development of octreotide for the treatment of carcinoid syndrome. As a result of the above developments, the
Company recorded a pre-tax non—cash impairment charge of $22. O ‘million in 2010 to write-off, in its entirety, the octreotide —
carcinoid syndrome intangible asset.

On November 11, 2011, the Company separately decided to'terminate development of the octreotide implant for the treatment of
acromegaly after conductmg an in-depth review of the Company'’s research and development activities, including an analysis of
research and development priorities, focus and available resources for current and future projects and the commercial potential for the
product. Accordingly, we recorded a pre-tax non-cash impairment charge of $9.0 million in 2011 to completely write-off the octreotide
— acromegaly intangible asset.

| Qualitest Segment

During the fourth quarter of 2011, the Company received a deficiency from the FDA on an ANDA submission for one of its lead
-assets in its Qualitest Pharmaceuticals IPR&D portfolio. Subsequently, in early 2012, the Company terminated its development
program for this asset-as a result of the regulatory challenges and changes in the development timeline resulting from the FDA’s
request. In addition, as a result of changes in market conditions since the acquisition date, there has been a significant deterioration in
the commercial potential for this product. Accordmgly, we recorded a pre-tax non-cash impairment charge of $71.0 million in 2011 to
write off the mtangxble asset in its entirety.

Other

In July 2008, the Company made a $20 million investment in a privately-held company focused on the devélopment of an
innovative treatment for certain types of cancer. In September 2011; we impaired our investment in this privately-held company due to
the negative clinical trial results related to its lead asset. Accordmgly, we wrote off our investment in its entirety and recorded an
impairment charge of $22.7 million.

Remaining Asset impairment charges were not matenal to Consohdated Financial Statements.in either 2011 or 2010.

Acqmsmon-Related and Integration Items, net. Acqulsrtlon-related and integration items, net in 2011 were $33.6 million of
expense compared to $19.0 million of expense in 2010. The increase is primarily a result of a decrease in the gain on the fair value of
contingent consideration, which was $51.4 million in 2010 compared to $7.4 million in 2011. This increase in expense was partially
offset by a decrease in transaction costs associated with the closing of acquisitions, which was $25.8 million in 2011, related to the
AMS acquisition, compared to $61.7 million in 2010, related to the acquisitions of Qualitest Pharmaceuticals, Penwest and
HealthTronics, Inc. The remammg change is the result of 1ntegrat10n costs related to these acqu1s1tlons ~

Interest Expense, net. The components of interest expense, rlet' for the years ended December 31 are as follows (in thousands):

2011 2010
INtErest EXPENSE. ......ccvvviriiniirinienrrreceeeeieeneeeereererrererened irererenenesone ettt e e srreeseenass s rasaserraeaan $ 148,623 $ 47,956
INEETESE INCOMIE........oieieieieceitiiciecce ettt e b et a st bessss s st s st ee e s s be s b s rasasasas bbb sesans . (599) (1,355)
INLETESE EXPENSE, NEL......ooireeriierereeeteerteiee et erete st er et ere s ete s essstearebesaessebaseereseentonesensesentonsane $ 148,024 § 46,601
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Interest expense in 2011 was $148.6 million compared with $48.0 million in 2010. The increase in interest expense was
primarily attributable to increases to our average total indebtedness in 2011 compared to 2010. In 2011, we incurred $66.6:million of
interest expense on our $1.3.billion of senior notes, of which $400.0 million originated in November 2010 and the remaining $900.0
million in June 2011. This compares to $3.1 million of senior note interest in 2010. Our 2011 interest expense related to our credit
facilities was $51.3 million compared to $5.4 million in 2010. This incréase was largely attributable to the 2011 Credit Facility entered
into in June 2011, which provided $2.2 billion of term loan indebtedness compared to $400.0 mitlion of term loan indebtedness at
December 31, 2010. These increases were partially offset by reduced interest expense on our 16% mnon-recourse notes due 2024, which
incurred $7.3 million of interest expense in 2010 until they were retired in the third quarter of 2010. : ‘

Interest income decreased to $0.6 million in 2011 compared to $1.4 million in 2010. This decrease is a result of the fluctuations
in the amount of cash invested in interest-bearing accounts, including our money market funds and auction-rate securities, as well as
the yields on those investments. ' o

Loss (Gain) on Extinguishment of Debt. Upon the establishment of our 2011 Credit Facility, financing costs of $56.2 millibﬁ
paid to establish the 2011 Credit Facility as well as financing costs of $6.2 million associated with prior credit facilities, were deferred
and are being amortized to interest expense over the life of the 2011 Credit Facility. Approximately $8.5 million of the deferred
financing costs associated with prior credit facilities was also written off at this time in accordance with the applicable accounting’
guidance for debt modifications and extinguishments and was included in the Consolidated Statements of Operations as a Net loss on
extinguishment of debt. Additionally, in September 2011 and December 2011, we made prepayments of $135.0 million and $125.0
million, respectively, on our Term Loan B Facility. In accordance with the applicable accounting guidance for debt modifications and
extinguishments, approximately $3.4 million of the remaining unamortized financing costs was written off in connection with our
2011 prepayments and included in the Consolidated Statements of Operations as a Net loss on extinguishment of debt. .

Other Income, net. The components of other (income) expense; net for the years ended December 31 are ;as_ follows (in
thousands):

2011 2010
GAIN ON tTAGING SECUTILIES ...vvevvrererevecirsrisnssensssessssss e risess s st a RS see $ . — $  (15420)
LoSS 0N auction-rate SECUTItIES TIZIES....cccerreriiirirmiriteteeterrrs ettt — 15,659
OHhET INCOIME, NEL.......o.veieeeveeeterseeseereseeseerecbisistserssssersts s s bst s b s s st st sssan b et sbssa s b st e r e easanans reeeneasarsanes T (3,268) 2,172)
Other inCOMe, Nt..........coeecereercene e AR AR $ (3,268) $ (1,933)

- During 2010, the value of our trading auction-rate securities increased by $15.4 million. The increases in fair value were more
than offset by losses recorded as a result of decreases in the fair value of our auction-rate securities rights totaling $15.7 million. As all
auction-Tate securities rights were exercised and all trading auction-rate securities were sold on June 30, 2010, there were no
subsequent changes to their respective fair values.

Income Tax. Income tax expense in 2011 decreased 18% to $109.6 million from $133.7 million in 2010. This fluctuation is due
to a $69.0 million decrease in income before income tax and the decrease in our effective income tax rate to 31.2% from 31.8% in
2010. The decrease in the effective income tax rate is primarily due to an increase in non-taxgble income attributable to non- _
controlling interests in the current period as compared to 2010, the release of reserves related to uncertain tax positions due to statute
of limitations expirations and audit settlements, an increase in the Domestic Production Activities deduction, and a decrease in
transactions costs from acquisitions in the current period as compated to 2010. This decrease was partially offset by a lower benefit
from non-taxable reductions in the fair value of contingent consideration in the current period as compared to 2010, the establishment
of a valuation allowance in the current period against an anticipated capital loss on our cost method investment in a privately-held
company and a charge for the non-deductible Branded Prescription Drug fee enacted in 2011. ’

Net income attributable to noncontrolling interests. As a result of our July 2010 acquisition of HealthTronics, Inc., we own
interests in various partnerships and limited liability corporations (LLCs) where we, as the general partner or managing member,
exercise effective control. Accordingly, we consolidate various entities where we do not own 100% of the entity in accordance with
the accounting consolidation principles. Net income attributable to noncontrolling interests relates to the portion of the net income of
these partnerships and LLCs not attributable, directly or indirectly, to our ownership interests. Net income attributable to
noncontrolling interest totaled $54.5 million in 2011 compared to $28.0 million in 2010 due to the results of our HealthTronics, Inc.
subsidiary, which contributed six months of results in 2010 compared to a full year in 2011.

Business Segment Results Review

JIn‘the fourth-quarter of 2011, as a result of our strategic planning process, the Company’s executive leadership team ‘reorganized
the manner in which it views our various business activities. Management’s intention was to enhance its level of understanding of the
entity’s performance, better assess its prospects and future cash flow potential and ultimately make more informed operating decisions
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about resource allocation and the enterprise as a whole. Based on this change, we reassessed our reporting structure under the
applicable accounting guidance and determined that the Company now has four reportable segments: (1) Endo Pharmaceuticals,

(2) Qualitest, (3) AMS and (4) HealthTronics. We have refrospectively revised the segment presentation for all periods presented
reflecting the change from three to four reportable segments. Additionally, concurrent with the Company’s May 2012 enterprise-wide
rebranding initiative and corporate name change, the Company changed the names of its reportable segments to better align with these
efforts. These changes to our segments have no impact on the Company’s Consolidated Financial Statements for all periods presented.
Each segment derives revenue from the sales or licensing of their respective products or services and is discussed below.

We evaluate segment performance based on each segment’s adjusted income before income tax, a financial measure not
determined in accordance with GAAP. We define adjusted income before income tax as income (loss) before income tax before certain
upfront and milestone payments to partners, acquisition-related and integration items, net, cost reduction and integration-related
initiatives, asset impairment charges, amortization of intangible assets related to marketed products and customer relationships,
inventory step-up recorded as part of our acquisitions, non-cash interest expense, litigation-related and other contingent matters and
certain other items that the Company believes do not reflect its core operating performance.

Certain corporate general and administrative expenses are not allocated and are therefore included within Corporate unallocated.
We calculate consolidated adjusted income before income tax by adding the adjusted income before income tax of each of our
reportable segments to corporate unallocated adjusted income before income tax.

We refer to adjusted income before income tax in making operating decisions because we believe it provides meaningful
supplemental information regarding the Company’s operational performance. For instance, we believe that this measure facilitates its
internal comparisons to its historical operating results and comparisons to competitors’ results. The Company believes this measure is
useful to investors in allowing for greater transparency related to supplemental information used by us in our financial and operational
decision-making. In addition, we have historically reported similar financial measures to our investors and believe that the inclusion of
comparative numbers provides consistency in our financial reporting at this time. Further, we believe that adjusted income before
income tax may be useful to investors as we are aware that certain of our significant stockholders utilize adjusted income before
income tax to evaluate our financial performance. Finally, adjusted income before income tax is utilized in the calculation of adjusted
diluted net income per share, which is used by the Compensation Committee of Endo’s Board of Directors in assessing the
performance and compensation of substantially all of our employees, including our executive officers.

There are limitations to using financial measures such as adjusted income before income tax. Other companies in our industry
may define adjusted income before income tax differently than we do. As a result, it may be difficult to use adjusted income before
income tax or similarly named adjusted financial measures that other companies may use Jto compare the performance of those
companies to our performance. Because of these limitations, adjusted income before income tax should not be considered as a
measure of the income generated by our business or discretionary cash available to us to invest in the growth of our business. The
Company compensates for these limitations by providing reconciliations of our consolidated adjusted income before income tax to our
consolidated income before income tax, which is determmed in accordance w1th U.S. GAAP and included in our Consohdated
Statements of Operations. :

Endo Pharmaceuticals

The Endo Pharmaceuticals segment includes a variefy of branded prescription products related to treating and managing pain as
well as our urology, endocnnology and oncology products The marketed products that are included in this segment include
Lidoderm®, Opana® ER, Percocet®, Voltaren® Gel, Frova® , Supprelin® LA, Vantas®, Valstar® and Fortesta® Gel.

Qualitest

The Qualitest segment is-.comprised of our legacy Endo non-branded generics portfolio and the portfolio from Qualitest
Pharmaceuticals, which we acquired in 2010. Our Qualitest segment has historically focused on selective generics related to pain that
have one or more barriers to market entry, such as complex formulation, regulatory or legal challenges or difficulty in raw material
sourcing. With the addition of Qualitest Pharmaceuticals, the segment’s product offerings now in¢lude products in.the pain
management, urology, central nervous system (CNS) disorders, 1mmunosuppress1on oncology, women’ ’s health and hypertens1on
markets, among others.

AMS

The AMS segment currently focuses on providing technology solutions to physicians treatlng men’s and women’s pelvic health
conditions and operates in the following business lines: men’s health, women’s health, and BPH therapy. These business lines are
discussed in greater detail within Note 5. Acquisitions in the Consolidated Financial Statements, included in Part IV, Item 15. of this
report "Exhibits, Financial Statement Schedules". We distribute devices through our direct sales force and independent sales
representatives in the U.S., Canada, Australia, and Western Europe. Additionally, we distribute devices through foreign independent
distributors, primarily in Europe, Asia, and South America, who then sell the products to medical institutions. None of our AMS
customers or distributors accounted for ten percent or more of our total revenues during any of the three years ended December 31,
2012 or 2011. Foreign subsidiary sales are predominantly to customers in Canada, Australia and Western Europe.
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HealthTronics

The HealthTronics segnient provides urological services, products and support systems to urolégists, hospitafs, surgery centers
and clinics across the U.S. These services are sold through the following business lines: lithotripsy services, prostate treatment
services, anatomical pathology services, medical products manufacturing, sales and maintenance and electronic medical records
services. '

Year Ended December 31, 2012 Compared to/t‘he Year Ended December 31, 2011

Revenues. Thé following table displays our revenue by reportable segment for the years ended December 31 (in thousands):

2012 2011
Net reve;iues to external custbmers: v ‘ ‘
EndO PharmaceULICALS. ........coveeeereeerireererernenssissossivassessensonssarasssssessesesessssstssosssisssssssamsssssnsasase reeerenes $ 1,677,984 $ 1,657,767
QUALILESE .. .vececeeacecececreriienerereteasassesesss s nenentai eeeue e eat e e e abe et te et eat et et et et et s n e e b s e et ares 633,265 566,854
AMS(1) eieieeceerceenctstsssnereeasnsssssssssssseseesesesenssssnons OO TPUUOORORP . 504,487 300,299
HEAINTIOMICS. ... eveveneeeeeeeiesreseesersesessesassssesseseosensenmsesaossssassessatnsnabastssasssaseseesababsnssrisisnssssensmssasnssasss 211,627 205,201
Total consolidated net revenues to external customers............... e $ 3,027,363 § 2,730,121

(1) The following table displays our AMS segment revenue by geography (in thousands). International revenues were not material
* to any of our other segments for any of the periods presented.

2012 2011
AMS: :
United States.....veovervecrenrenerrereriisrisinsiesiessesaniannees OO etetetee et e bbb s s s s aesenens $ 330,087 $ 202,462
TEIEEITIALIONAL ..e.vevveverseeeseeeseesasesesseseosesssseesseseserssssssnsessasssssst st s sesesessseesebnsesema s b s b s e s s b st s bbbt se s . 174,4()0 97,837
TOLA] AMS TEVEIIUES........eorveererererrersenrarssressenesesestsseestonsassste shsasessasssssst st stonssotsnttanistsserasabassassassassassesscsssas $ 504487 $ 300,299

Endo Pharmaceutieals. Revenues from our Endo Pharmaceuticals segment in 2012 increased 1% to $1,678.0 million from
$1,657.8 million in 2011. This increase was primarily driven by increased revenues from Lidoderm®, partially offset by decreases
from Voltaren® Gel and Opana® ER. ‘ ' 3

Qualitest. Net sales of our generic products in 2012 increased 12% to $633.3 million from $566.9 million in 2011. This increase
was primarily driven by strong demand for Qualitest's diversified product portfolio and favorable pricing as a result of market
opportunities, which drove gross profit of over 35%. During the year ended December 31, 2012, revenues from Qualitest's top 15
products increased 11% to $373.1 million in 2012 from $335.6 million in 2011. This increase, which was largely driven by increased
volumes and pricing upside, was partially offset by reduced revenues from products impacted by the supply disruption associated with
the previously disclosed shutdown of Novartis Consumer Health's Lincoln, Nebraska manufacturing facility.

AMS. Revenues from our AMS segment in 2012 increased 68% to $504.5 million from $300.3 million in 2011. This increase is
attributable to the timing of our acquisition of AMS, Inc., which contributed revénue during the full twelve months ended
December 31, 2012 compared to less than seven months of revenue during 2011. However, this increase was partially offset by lower
than usual sales in AMS's women's health line, which relates primarily to a reduction in mesh procedural volumes, particularly as to
pelvic organ prolapse (POP) repair procedures. This reduction in mesh procedural volumes may be in response to a July 2011 update
to the October 2008 Public Health Notification issued by the FDA to further advise the public and medical community regarding
potential complications associated with transvaginal placement of surgical mesh to treat POP and SUI, as well as to the attorney
advertising associated with transvaginal mesh litigation. :

HealthTronics. Revenues from our HealthTronics segment in 2012 increased 3% to $211.6 million from $205.2 million in 2011.
This increase was primarily attributable to the revenues from the electronic medical records software companies, Intuitive Medical
Software, LLC and meridianEMR, Inc. which we acquired in the second half of 2011, partially offset by the loss of sales from our:
IGRT business, which was sold in August 2011.
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Adjusted income before income tax. The following table displays our adjusted income (loss) before income tax by reportable.
segment for the years ended December 31 (in thousands):

2012 2011

Adjusted income before income tax:

Endo PharmaceutiCals..........c.coecerirerrererieenieieesneeniniiniintiiesreeessestssbe b ern s ssa s e sseseessassssnassnences $ 906,839 $ 890,951

QUAELILESE ........veveeeerereteietee et retere b ebese st st s b ese sttt e b ese st b s boseh st s b bbb e s s e e R e R bR b e R s e s b e be e s et e b et aba s s enenenass 171,418 107,204

AMS ..ottt ettt s ettt e bbbt st et e e et b e e et e be st Re nE e bbb eSS b e R oAb RS En R bR et e be b anee 119,852 82,418

HEAINTIOMNICS. ...c..euviveeeeeneeneiarereseeteeeesreereesaesee s estasbe st eseasesetesesasesatenesinerssstesbessssrnesbabaassassassensasssasansnas 58,092 68,769

Corporate UNALLOCALEA..........cocoveiirieeeteeeeiee e st se s aaestog st e (338,826) (318,100)
Total consolidated adjusted income before INCOME tAX.........ccovvrrimiiiieiinee e $ 917375 $ 831,242

Endo Pharmaceuticals. Ad_]usted income before income tax in 2012 increased 2% to $906.8 m11110n from $891.0 million in 2011.
This increase was primarily driven by increased revenues as described above as well as decreased operatmg expenses associated with
our ongoing efforts to improve our operating efficiency.

Qualitest. Adjusted income before income tax in 2012 increased 60% to $171.4 million from $107.2 million in 2011. This
increase was primarily driven by the continued revenue growth of our generics business. Additionally, favorable pricing as a result of
market opportunities on certain of our generics products resulted in higher overall margins in our Qualitest segment.

AMS. Adjusted income before income tax in 2012 increased 45% to $119.9 million from $82.4 million in 2011. This increase
was primarily driven by the timing of our June 2011 acquisition of AMS, Inc., which contributed a full period's results during the
twelve months ended December 31, 2012, compared to less than seven months in 2011.

HealthTronics. Adjusted income before income tax in 2012 decreased 16% to $58.1 million from $68.8 million in 2011. Despite
an increase in revenues as described above, this decrease was primarily driven by increased research and development expenses and
costs incurred associated with the two electronic medical records software companies, Intuitive Medical Software, LLC and
meridianEMR, Inc., that we acquired in the second half of 2011.

Corporate unallocated. Corporate unallocated adjusted loss before income tax in 2012 increased 7% to $338.8 million from
$318.1 million in 2011. This increase was primarily driven by the previously discussed increase in interest expense, partially offset by
decreased general and administrative expenses associated with our ongoing efforts to improve our operating efficiency.

Reconciliation to GAAP. The table below provides reconciliations of our consolidated adjusted income before income tax to our
consolidated income (loss) before income tax, which is determined in accordance with U.S. GAAP, for the years ended December 31
(in thousands):

2012 2011
Total consolidated adjusted income before income tax:................ Creriresree e teear e te e e ba s aeanesrassresaasereeres $ 917,375 $ = 831,242
Upfront and milestone payments t0 PATtNETS .......vereeeeereiinimasssistsconniersisesisiisssssssssssssissensssassssas (60,778) (28,098)
ASSEt IMPAITMENt CRATEES ........voveoeveieesiesseessessesesess s s st ebsiss st ss bbb bbbt (768,467) (116,089)
Acquisition-related and integration items, NEt............ceveeiirnirneiinninnni s (23,015) (33,638)
Separation benefits and other cost reduction iNItIAtiVES ............ceveiriirreeniniccieirei s (47,033) (21,821)
Amortization of iINtangible @SSELS ........cccccveriiiniiiiiiiie s "(227,260) (190,969)
INVENLOTY STEP-UP ...eveeemiereeneecreristinieste st ers st e b s e b e s b e s r e st s e et s s ea s bbb bbb e s e b s s e r s st snsanas (880) (49,438)
NON-CASh INETESE EXPEIMSE ....ovvcreceerrserererenessrisasiemsssisssis s st s si s s bbbttt rn s (20,762) (18,952)
Net loss on éxtinguishment OF AL .ottt (7,215) (11,919)
Accrual for payment to Impax related to sales of Opana® ER ........occocvnniinnne. (102,000) —
Patent litigation settlement items, NEL...........ccciiiriirirreiiniensses it (85,123) _
Litigation-related and other CONtINGENCIES ........covevimimeriririninninen e (316,425) (11,263)
Other INCOME, DEL.....vccveereerecrrereriereseesresressaeseeeesesessessesissssrsssssssessesssssssssasasnsasassnes e ereereereereas P 2,636
Total consolidated (loss) income before INCOME tAX....cueeverrireerererrererireseeseeesesiorsaseesasanes reveeeeesnerernaesanees $ 5741,383,) $ 351,691

—_—
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Year Ended December 31, 2011 Compared to the Year Ended December 31, 2010

Revenues. The following table displays our revenue by reportable segmetlt for the years ended December 31 (in thohsands):

2011 2010
Net revenues to external customers:
ENAO PAITACEULICALS. .....v...verivesrressenrsesssesssssssssesssssesssssesesssessssesssssesesssesesssesssssessisnssisssessssnssssenesss $ 1,657,767 $ 1,467,572
Qualitest........ ettt et a ettt et it et a et st et et et et bt st e s e s e e e e et et e et s e e s e et R AR ae et s e b e s s e s e s nsarasaan 566,854 146,513
AMS(D........... Eeeteererestessesesseseeseseesessesesseseesereasensestasereesenereesen s et aeR s oA e bes s ek e b ass et e st et s sasaetesseatasenatasaeneaten 300,299 —
7 HEAIMTTOMICS. (... eveeveieieieererieeteteie st esteste s estete st et eseseeseseasrss e seasneone eeteeteeree e serreere st e e etesheebasaasranne 205,201 102,144
Total consolidated net revenues t0 EXtErNal CUSLOMMETS. ..............everreereesreseesseressessssessesssosssssossesssesasssssss $ 2,730,121 $ 1,716,229

(1) The following table dlsplays our AMS segment revenue by geography (in thousands). Intematlonal revenues were not material
to any of our otheér segments for ¢ any of the periods presented.

2011 2010

AMS: : : :
United States........... S S eeeeeeae R $ 202462 $ —
International...........occcceeeeees SR OO 197,837 —
Total AMS revenues................... e e s e e e et e e s e s e s $ 300,299 $ —

Endo Pharmacenticals. Net sales during 2011 increased 13% to $1,657.8 million from $1,467.6 million in 2010. This increase
was primarily driven by increased revenues from Opana® ER, Lidoderm® and Voltaren® Gel, partially offset by decreased revenues
from Percocet® and certain other brands.

* Qualitest. Net sales of our Qualitest segment in 2011 increased 287% to $566.9 million from $146.5 million in 2010. This
increase was primarily-driver by our acquisition of Qualitest Pharmaceuticals on ' November 30, 2010. Qualitest Pharmaceuticals
products contributed $446.2 million of net sales of generic products in 2011, compared with $30.3 million in-2010.

AMS. Revenues from our AMS egment in 2011 were $300.3 million and were primarily attributable to sales of products from
our AMS, Inc. stibsidiary, which we acquired in June 2011. AMS products that represented approximately 1% or more of our
consolidated total revenues in 2011 inicluded the AMS 700® series of inflatable prostheses, the AMS 800® artificial urinary sphincter,
the GreennghtTM laser therapy products used to treat BPH, the Monarc® subfascial hammock and the Elevate™ anterior pelvic floor
repair system.

HealthTronics. Revenues from our HealthTronics segment in 2011 increased 101% to $205.2 million from $102.1 million in
2010. This increase was driven by the full-year impact of HealthTronics, Inc., which contributed six months of revenue in 2010
compared to a full year of revenue in 2011. The $205.2 million consisted primarily of lithotripsy fees of $110.2 million, cryosurgery
treatment fees of $26.0 million and other service revenues from our HealthTronics segment.

'. Adjusted income (loss) before income tax. The following table displays our adjusted income (loss) before income tax by
reportable segment and for the years ended December 31 (in thousands):

‘ 2011 2010
Adjusted income before income tax:

" B0 PhATMACEUHCALS...........eeeooeeveeeeeseeeeseeeseeeseessseeeeseesesssssssssesesssesessssesssssssessssesesssesssessssesseesssssseeees $ 890951 $ 757,453
QUANEEST ......oeeeeeeeecnescrescneceseess e ces s s css e bbb et e 107,204 24,722
AMS. ..ol ceesseessessssessssesssse s s s ssss s sssesssses s ss s s s s s s s s 82,418 —
HEAINTTOMICS: .ttt eeee et ese e e eesteseaesesesas s esss st et asasess s asas s es et as et totasssestsetesseseseenesasassens 68,769 35,538
COTPOTAtE UNAMOCALEA............covveeerreeeeerseeseseaiaeseseasssesesesssesses e ssessenssssnsssssssssssessssssessssssssssssesssessas (318,100) (194,459)

Total consolidated adjusted inCOMe EfOre IMCOME tAX.......c.cvcvveeereririecremrirrierseionseereresesseerssesesessesssessens $ 831,242 §

623,254

Endo Pharmaceuticals. Adjusted income before income tax during 2011 increased 18% to $891.0 million from $757.5 million in
2010. This increase was primarily driven by increased revenues from our Endo Pharmaceuticals segment as well as the decrease in the
royalty expense to Penwest from $29.8 million during 2010 to zero during 2011. This royalty was eliminated upon our acquisition of
Penwest in the third quarter of 2010.
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Qualitest. Adjusted income before income tax during 2011 increased 334% to $107.2 million from $24.7 million in 2010. This
increase was primarily driven by increased revenues from our Qualitest Pharmaceuticals acquisition as well as decreased research and
development expense as a percentage of revenues.

AMS. Adjusted income before income tax during 2011 was $82.4 million and was attnbutable to our AMS, Inc. subsidiary, which
we acquired in June 2011.

HealthTronics. Adjusted income before income tax during 2011 was $68.8 million compared to $35.5 million in 2010. This
increase was driven by our acquisition of HealthTronics, Inc., which contributed six months of results in 2010 compared to a full year
in 2011.

Cdrpora:té unallocated. Corporate unallocated adjusted loss before income tax during 20 11 increased 64% to $318.1 million
from $194.5 million in 2010, which is primarily attributable to the overall growth of our business and the related increase in corporate
costs, including increases in net interest expense of $101.4 million.

Reconciliation to GAAP. The table below provides reconciliations of our consolidated adjusted income before income tax to our
consolidated income before income tax, which is determined in accordance with U.S. GAAP, for the years ended December 31 (in
thousands): '

011 2010
Total consolidated adjusted income before iNCOME tAX:.......covvierreriririininininieeese e $ 831242 § 623254
Upfront and milestone payments t0 PAItNETS ..........ccceurereererirecrmmsrsmsissssissssssssssssssssassssstesssssssssasnes (28,098) (23,850)
AsSet IMPAITMENT CHATEES.... . cuerueeeerirreiieiertereeersiesestis st s b e b e s ersebes s e e sbesaesassnassases (116,089) (35,000)
Acquisition-related and integration items, net............. reeesensasesnsonensnersronsrsreseseneed erebeee e ereseesesaeeeens (33,638) (18,976)
Separation benefits and other coét reductfon mmatWes ....................................................... SRR (21,821) (17,245)
Amortization of 1ntang1ble assets rrrerereeneteresenarireren s R (190,969) (83,974)
INVentory Step-up........ccecresiurirererees ettt rtes SRESURRN ettt sttt taan (49,438) (6,289)
Non-cash interest EXPense ci...ccceorerarerervnrisnsnescssnienssnia reresreenresnseeres (18,952) (16,983)
Net loss on extinguishment of debt ...........cccoviiitiivenincnrree ittt se et (11,919) —
Litigation-related and other CONtINGENCIES .......c.cocvveeerceiiiiiniiiiiniiiiiiee e (11,263) —
Other income (€XPense), NEt........cevvvvirevernnniorsenseneneeressenses ereseeresent e teases reverenesennene 2,636 (239)
Total consolidated income before income: tax s et s $ 351,691 $ 420,698

LIQUIDITY AND CAPITAL RESOURCES

Our prmmpal source of hquldxty is cash generated from operatlons Our principal liquidity requirements are for working capltal
for operations, licenses, milestone payments, capltal expenditures and debt service payments. The Company continues to maintaina
sufficient level of working capital, which was approximately $241 2 million at December 31, 2012 compared to $666.3 million and
$623.7 million at December 31, 2011 and 2010, respectively. Historically, we have generated positive cash flow from operating
actjvities and have had broad access to financial markets that provide liquidity. Cash and cash equivalents were approximately $547.9
million at December 31, 2012 compared to $547.6 mllllon and $466.2 million at December 31, 2011 and 2010, respectively. Cash and
cash equivalents at December 31, 2012, 2011 and 2010 pnmanly consisted of bank deposits, time deposits and/or money market
funds.

! . : feo ’ \

In 2013, we expect that sales of bur current portfolio of products ‘and services will allow us to continue to generate positive cash
flow from operations. We expect cash generated from operations together with our cash and cash equivalents to be sufficient to cover
cash needs for working capital and general corpbi'ate purposes, includirig certain contmgent liabilities, payment of contractual
obligations, principal and interest payments on our mdebtedness capltal expendltures common stock repurchases and any tegtilatory
and/or sales milestones that may become due.

We depend on patents or other forms of intellectual-property protection for most of our branded pharmaceutical revenues, cash
flows, and eamings. Pursuant to our settlement and license agreement with Watson, we expect Watson to launch its lidocaine patch
5%, a generic version of Lidoderm® on September 15, 2013. Additionally, subject to FDA approval, we believe one or more
competing products for Voltaren® Gel could potentially enter the market during the second quarter of 2014. The impact of such
competition could cause a rapid decline in revenue from the affected products and have a material adverse effect on our liquidity and
financial position. In addition, Impax's recently launched generic version of the non-crush resistant formulation Opana® ER adversely
affected our results of operations since its launch on January 2, 2013 and will likely continue to do so in the future. However, the
extent to which our revenues will be affected is subject to a number of uncertainties including the FDA's determination regarding
whether the original formulation of Opana® ER was withdrawn for safety reasons, which we expect will be decided in May 2013, as
well as certain other FDA actions that could impact the ability of both branded and generic competition for Opana® ER to enter the
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market. Our goal is to mitigate the effect of these competitive activities by leveraging.growth across the remainder of our portfolio and
by acquiring and in-licensing additional products, product rights or technologies. : :

Beyond 2013, we expect cash generated from operations together with our cash, cash equivalents and marketable securities to
continue to be sufficient to cover cash needs for working capital and-general corporate purposes, including certain contingent
liabilities, payment of contractual obligations, principal and interest payments on our indebtedness, capital expenditures, common .
stock repurchases and any regulatory and/or sales milestones that may become due. At this time, we cannot accurately predict the
effect of certain developments on the rate of salés growth, §uch as the degree of market acceptance, patent protection and exclusivity
of our products, the impact of competition, the effectiveness of our sales and marketing efforts and the outcome of our current efforts
to develop, receive approval for and successfully launch our near-term product candidates. Any of the above could adversely affect our
future cash flows. We may need to obtain additional funding for future strategic transactions, to repay our outstanding indebtedness, or
for our future operational needs, and we cannot be certain that fundlng will be available on ferms acceptable to us, or at all.

We may also elect to incur additional debt or issue equity or convertible securities to finance ongoing operations, acquisitions or
to meet our other liquidity needs. Any issuances of equity securities or convertible securities could have a dilutive effect on the
ownership interest of our current shareholders and may adversely impact net income per share in future periods. An acqulsmon may
be accretive or dilutive and by its nature, involves numerous risks and uncertainties.

A description of our current debt agreements is below.

Credit Facility. On June 17, 2011, we terminated the 2010 Credit Facility. Concurrent with the termination of the 2010 Credit
Facility, we established a'$1,500 million, 5-year senior secured term loan facility (the Term Loan A Facility), a $700 million, 7-year
senior secured term loan facility (the Term Loan B Facility, and, together with the Term Loan A Facility, the Term Loan Facilities), and
a $500 million, 5-year senior secured revolving credit facility (the 2011 Revolving Credit Facility and, together with the Term Loan
Facilities, the 2011 Credit Facility) with Morgan Stanley Senior Funding, Inc., as administrative agent, Bank of America, N.A., as.
Syndication Agent, and certain other lenders. The 2011 Credit Facility was estabhshed primarily to finance our acquisition of AMS,
Inc. and is available for working capital, general corporate purposes and lines of credit. The agreement governing the 2011 Credit
Facility (the 2011 Credit Agreement) also permits up to $500 million of additional revolving or term loan commitments from one or
more of the existing lenders or other lenders with the consent of Morgan Stanley Senior Funding, Inc. (the administrative agent)
without the need for consent from any of the existing lenders under the 2011 Credit Facility.

The obligations of the Company under the 2011 Credit Facility are guaranteed by certain of the Company’s domestic
subsidiaries and are secured by substantially all of the assets of the Company and the subsidiary guarantors. The 2011 Credit Facility
conptains certain usual and customary covenants, including, but not limited to covenants to maintain maximum ' leverage and minimum
interest coverage ratios. Borrowings under the 2011 Credit Facility bear interest at an amount equal to a rate calculated based on the
type of borrowing and the Company’s Leverage Ratio. For term A loans and revolving loans (other than Swing Line Loans), the
Company is permitted to elect to pay interest based on an adjusted LIBOR rate plus between 1.75% and 2.50% or an Alternate Base
Rate (as defined in the 2011 Credit Agreement) plus between 0.7 5% and 1.50%. For term B loans, the Company may elect to pay
interest based on an adjusted LIBOR rate plus 3.00% or an Alternate Base Rate plus 2.00%. The Company will pay a comm1tment fee
of between 37.5 to 50 basis points, payable quarterly, on the average daily unused amount of the Revolving Credlt Fac111ty

In Séptember 2011 and December 2011, we made prepayments of $135.0 million and $125.0 million, respectively, on our Term
Loan B Facility. Pursuant to our rights under the 2011 Credit Agreement, we elected to apply a portion of the September 2011
prepaymernit against all remaining contractual payments such that we had no remaining principal payment obligations until the
maturity of the Term Loan B Facility on June 17, 2018. In February 2012, we made a prepayment of $205.0 million on our Term Loan
B Facility. We made additional prepayments of $33.0 million and $39.7 million in July 2012 and September 2012, respectively.

Based on current favorable condltlons in the leveraged loan., rnarkets we currently intend to seek amendments to the 2011 Credit
Facility ip order to, among other things, extend its term and modify its covenants to provide us with greater financial and operatmg
flexibility. Any such amendment would require ‘the consent of the lenders under the 2011 Credit F aclllty There can be no assurance
that we will be able to obtain any such amendment on favorable terms or at all. '

L
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7.00% Senior Notes Due 2019. On June 8, 2011, we entered into an indenture among the Company, the guatantors named
therein and Wells Fargo Bank, National Association, as trustee, which governs the terms of the Company’s $500 million aggregate
principal amount of 7.00% Senior Notes due 2019 (the 2019 Notes). The 2019 Notes were issued in a private offering exempt from the
registration requirements of the Securities Act of 1933, as amended (the Securities Act) to qualified institutional buyers in accordance
with Rule 144A and to persons outside of the U.S. pursuant to' Regulation S under the Securities Act. The 2019 Notes are senior
unsecured obligations of the Company and are guaranteed on a senior unsecured basis by certain of the Company’s domestic
subsidiaries. The Company used the net proceeds of the 2019 Notes offering to pamally finance the acqulsmon of AMS, Inc., and to
pay related fees and expenses.

The 2019 Notes bear interest at a rate of 7.00% per year, accruing from June 8, 2011. Interest on the 2019 Notes is payable
semiannually in arrears on January 15 and July 15 of each year, beginning on January 15, 2012. The 2019 Notes will mature on
July 15, 2019, subject to earlier repurchase or redemption in accordance with the terms of the indenture govermng the 2019 Notes.
The indenture governing the 2019 Notes contains covenants that, among other things, restrict the Company s ability and the ability of
certain of its restricted subsidiaries to incur certain additional 1ndebtedness and issue preferred stock; make certain dividends,
distributions, investments and other restricted payments; sell certain assets; agree to any restrictions on the ability of restricted
subsidiaries to make payments to the Company; create certain liens; enter into transactions with aﬁ'lhates designate subsidiaries as
unrestricted subsidiaries; and consolidate, merge or sell substantially all of the Company’s assets. These covenants are subjectto a
number of important exceptions and qualifications, inchuding the fall away or revision of certain of these covenants upon the 2019
Notes receiving investment grade credit ratings.

7.00% Senior Notes Due 2020. On November 23 2010, we entered into an indenture among the Company, the guarantors
named therein and Wells Fargo Bank, National Association, as trustee, which governs the terms of the Company’s $400 million
aggregate principal amount of 7.00% Senior Notes due 2020 (the 2020 Notes). The 2020 Notes were issued in a private offering
exempt from the registration requirements of the Securities Act of 1933, as amended (the Securities Act) to qualified institutional
buyers in accordance with Rule 144 A and to persons outside of the U,S. pursuant to Regulation S under the Securities Act. The 2020
Notes are senior unsecured obligations of the Company and are guaranteed on a senior uhsecured basis by certain of the Company’s
domestic subsidiaries. The Company used the net proceeds of the 2020 Notes offering to partlally finance the acquisition of Qualitest
Pharmaceuticals, and to pay related fees and expensesa

The 2020 Notes bear interest at a rate of 7.00% per year, accruing from November 23, 2010; Interest on the 2020 Notes is
payable semiannually in arrears on June 15 and. December 15 of each year, béginning on June 15, 2011. The 2020 Notes will mature
on December 15, 2020, subject to earlier repurchase or redemption in accordance with the terms of the indenture governing the 2020
Notes. The indenture governing the 2020'Notes contains covenants that, among other things, restrict the Company’s ability and the
ability of certain of its restricted subsidiaries to incur cértain additional indebtedness and issue preferred stock; make certain
dividends, distributions, investments and other restricted payments; sell certain assets; agree to any restrictions on the ability of
restricted subsidiaries to make payments to the Compan»y, create eertain liens; enter into-transactions with affiliates; designate
subsidiaries as unrestricted subsidiaries; and consolidate, merge or sell substantially all of the Company’s assets. These covenants are
subject to a number of important exceptions and qualifications, including the fall away or revision of certain of these covenants upon
the 2020 Notes receiving investment grade credit ratings.

7.25% Senior Notes Due 2022.-On June 8, 2011, we entered into an indenture. among the Company, the guarantors named
therein and Wells Fargo Bank, National Association, as trustee, which governs the terms of the Company’s $400 million aggregate
principal amount of 7.25% Senior Notes due 2022 (the 2022 Notes). The 2022 Notes were issued in a private offering exempt from the
registration requirements of the Securities Act of 1933, as amended- (the Securities Act) to quahﬁed institutional buyers in accordance
with Rule 144A and to persons outside of the U.S. pursuant to Regulation S under the Securities Act. The 2022 Notes are senior
unsecured obligations of the Corhpany and are guaranteed on a senior unsecured-basis by certain of the Company’s domestic
subsidiaries. The Company used the net proceeds of the 2022 Notes offenng to pamally finance the acquisition of AMS, Inc., and to
pay related fees and expenses.

The 2022 Notes bear interest at a rate of 7.25% per year, accruing from June 8, 2011. Interest on the 2022 Notes is payable
semiannually in arrears on January 15 and July 15 of each year, beginning on January 15, 2012. The 2022 Notes will mature on
January 15, 2022, subject to earlier repurchase or redemption in accordance with the terms of the indenture governing the 2022 Notes.
The indenture governing the 2022 Notes contains cavenants that, among other things, restrict the Company’s ability and the ability of
certain of ifs restricted subsidiaries to incur certain additional indebtedness and issug preferred stock; make certain dividends,
distributions, investments and other restricted payments; sell certain assets; agree to any restrictions on the ability of restricted
subsidiaries to make payments to the Company; create certain liens; enter into transactions with affiliates; designate subsidiaries as
unrestricted subsidiaries; and consolidate, merge or sell substantially all of the Company’s-assets. These covenants are subject to a
number of important exceptions and qualifications, including the fall away or revrsxon of certain of these covenants upon the 2022
Notes receiving investment grade credit ratings.
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2011 Exchange Offer. On October 14, 2011, the Company filed a Form S-4 Registration Statement with the Securities and
Exchange Commission: ‘On October 31,2011, it filed a prospectus pursuant to Rule 424(b)(3). Pursuant to both filings, the Company
offered to exchange the 2019 Notes, 2020 Notes and 2022 Notes for a like principal amount of new notes having identical terms that
have been registered under the Securities Act of 1933, as:amended..On November 30, 2011, all of the 2019 Notes, 2020 Notes and
2022 Notes had been properly tendered -in‘the exchange offer and not withdrawn.

1.75% Convertible Semor Subordmated Notes due 201 3. As dlSCUSSBd in Note 19. Debt in the Consolidated Financial
Statements, included in Part IV, Item 15. of this report "Exhibits, Financial Statement Schedules", in April 2008, we issued $379.5
million in aggregate principal amount of 1.75% Convertible Senior Subordinated Notes due April 15, 2015 (the Convertible Notes) in
a private offering for resale to qualified. mstltutlonal buyers pursuant to Rule 144A under the Securities Act of 1933, as amended.

Holders of the Convertlble Notes may convert their notes based ona conversion rate of 34, 2466 shares of our common stock
per $1,000 principal amount of notes (the equlvalent of $29.20 per share), subject to adjustment upon certain events, only under the
following circumstances as descand in the indenture for the Convertible Notes: (1) during spemﬁed periods, if the price of our
common stock reaches speclﬁed threisholds (2) if the trading price of the Convertible Notes is below a specified threshold; (3) at any
time after October 15, 2014; or g4) upon the occurrence of certain corporate transactions. We will be permitted to deliver cash, shares
of Endo common stock or a comi)matlon of cash and shares, at our election, to satisfy any future conversions of the notes. It is our

current intention to settle the prmc1pal amount of any conversion consideration i in cash.

The Convertible Notes are only included in the dilutive net income per share calculation using the treasury stock method during
periods in which the average market price of our common stock was above the applicable conversion price of the Convertible Notes,
or $29.20 per share. In thesé petiods, under the treasury stock method, we calculated the number of shares issuable under the terms of
these notes based on the average market price of the stock during the penod and included that number in the total diluted shares
outstandmg for the period.

We have entered into convernble note hedge and warrant agreements that, in combination, have the economic effect of reducmg
the dilutive impact of the Convertible Notes. However, we separately analyze the impact of the convertible note hedge and the warrant
agreements on diluted weighted average shares outstanding. As a result, the purchases of the convertible note hedges are excluded
because their impact would be anti-dilutive. The treasury stock method is applied when the warrants are in-the-money with the
proceeds from the exercise of the warrant used to repurchase shares based on the average stock price in the calculation of diluted
weighted average shares. Until the warrants are in-the-money, they have no impact to the diluted weighted average share calculation.
The total number of shares that could potentlally be included if the wartants were exercised is approximately 13.0 million.

The followmg table provxdes the range of shares that would be mcluded in the dilutive net income per share calculation for the -
Convertible Notes and warrants based on share price sensitivity (in thpousands except per share data):

Three Months Ended March 31,2012 (1) ' Three Months Ended June 30, 2012
' 5% Actual - +5% +10% 5% Actual +5% +1Q%'
Average market price of ' . ;
Endo common stock: ........... $ 3466 $36.48 $ 3830 $ 4013 $ 31.58 $33.24 $ 3490 $ 36.56
Impact on dilutive shares:
Convertible Notes......... 2,047 2,594 3,088 3,540 979 1,581 2,123 2,616
Warrants............ccuevvenne. Lo — — 42 — — — —
) 2EQ47 ‘ 2,594 (2) 3,088 3,582 979 1,581 (3) 2,123 2,616
Three Menths Ended September 30, 2012 Three Months Ended December 31,2012 (1)
5% . Actual +5% - " +10% 5% Actual +5% +10%
Average market price of
Endo common stock: ........... $ 29 88 §31 45 $ 33.02 $ 3460 $ 2691 §$2833 $ 2975 § 3116
Impact on dilutive shares: A ' o
Convertible Notes...... %96 N 9‘29_, L5040 2,028 - = 240 817
Warrants.........coeeveesnenes e — — — — — — —

296 ..920 ) 1,504 2,028 — T _ @ 240 __ 87
__— e el e e e e e
. Dhe :‘ B ‘. i
(1) Because the Company reported a'Net loss attnbutable fo Endo Health Soluhons hic. durmg the three month perlods ended
March 31, 2012 and December 31, 2012, thé Convertible Notes and ‘Warrants hadno dilutive impact during these periods and
would not have had a ditutive impact given any of the ‘assuiried share prlce§ above: Therefore, these amounts are included for
informational purposes only and are not indicative of actual results or results that would have occurred given the assumed
share prices above.
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* (2) Represents, for the three month periods ended March 31, 2012 and December 31, 2012, the amounts that would have been
included in total diluted shares outstanding of 117.1 million and 112.8 million, respectively, had the Company reported Net
income attributable to Endo Health Solutions Inc. as opposed to a Net loss attributable to Endo Health Solutions Inc.

(3) Amounts included in total diluted shares outstanding of 121.1 million and 119.6 million for the three month periods ended
June 30, 2012 and September 30, 2012, respectively.

#

3.25% Convertible AMS Notes Due 2036 and 4.00% Convertible AMS Notes Due 2041. As a result of our acquisition of
AMS, Inc., the Company assumed AMS, Inc.’s 3.25% Convertible Notes due 2036 (the 2036 Notes) and 4.00% Convertible Notes due
2041 (the 2041 Notes and, together with the 2036 Notes, the AMS Notes). In accordance with the indentures governing the AMS
Notes, the AMS Notes were immediately convertible upon the closing of Endo’s acquisition of AMS, Inc. From the AMS, Inc.
Acquisition Date until the make whole premium on the 2036 Notes expired on August 9, 2011, we paid $95.7 million to redeem $61.4
million of the 2036 Notes at a stated premium of 1.5571. From the AMS, Inc. Acquisition Date until the make whole premium on the
2041 Notes expired on August 1, 2011, we paid $423.4 million to redeem $249.9 million of the 2041 Notes at a stated premium of
1.6940. Our obligation remaining related to the AMS Notes is less than $1.0 million at December 31, 2012, excluding accrued interest.

Share Repurchase Programs. In April 2008, our Board of Directors approved a share repurchase program (the 2008 Share
Repurchase Program), authorizing the Company to repurchase in the aggregate up to $750 million of shares of its outstanding
common stock. In August 2012, our Board of Directors resolved to cancel and terminate the 2008 Share Repurchase Program,
effective immediately, and approve a new share repurchase program (the 2012 Share Repurchase Program). The 2012 Share
Repurchase Program authorizes the Company to repurchase in the aggregate up to $450 million of shares of its outstanding common
stock. Purchases under this program may be made from time to time in open market purchases, pre-set purchase programs, privately-
negotiated transactions, and accelerated stock buyback agreements. This program does not obligate Endo to acquire any particular
amount of common stock. Future repurchases, if any, will depend on factors such as levels of cash generation from operations; cash
requirements for investment in the Company’s business, repayment of future debt, if any, then current stock price, market conditions,
securities law limitations and other factors. The share repurchase program may be suspended, modified or discontinued at any time.
The 2012 Share Repurchase Program is set to expire on March 31, 2015.

Pursuant to our share repurchase programs, we purchased approximately 8.3 million shares of our common stock during 2012
totaling $256.0 million, 0.9 million shares of our common stock during 2011 totaling $34.7 million and 2.5 million shares of our
common stock during 2010 totaling $59.0 million.

Employee Stock Purchase Plan. At our Annual Meeting of Stockholders held in May of 2011, our shareholders approved the
Endo Health Solutions Inc. Employee Stock Purchase Plan (the ESPP). The ESPP is a Company-sponsored plan that enables
employees to voluntarily elect, in advance of any of the four quarterly offering periods ending March 31, June 30, September 30 and
December 31 of each year, to contribute up to 10% of their eligible compensation, subject to certain limitations, to purchase shares of
common stock at 85% of the lower of the closing price of Endo common stock on the first or last trading day of each offering period.
The maximum number of