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PART 1

ITEM 1. BUSINESS

Overview

United Therapeutics Corporation is a biotechnology company focused on the development and commercialization of innovative products to address the
unmet medical needs ofpatients with chronic and life-threatening conditions. We market and sell four commercial therapies in the United States to treat
pulmonary arterial hypertension (PAH): Remodulin® (treprostinil) Injection (Remodulin); Tyvaso® (treprostinil) Inhalation Solution (Tyvaso); Orenitrarn®
{treprostinil) Extended-Release Tablets (Orenitram); and Adcirca® {tadalafil} Tablets (Adcirca). We also market and sell an oncology product in the United
States, Unituxin® (dinutuxirnab) Injection (Unituxin), which is approved fortreatment ofhigh-risk neuroblastoma. Outside the United States, our only
significant revenues are derived floor the sale ofRernodulin, which is approved in Europe and various other countries. We are also engaged in research and
development ofnew indications, formulations and delivery devices for our existing products, as well as new products to treat PAH and other conditions.
Finally, we are engaged in early-stage research and development ofa number oforgan transplantation-related technologies.

We generate revenues from sales ofour five commercially approved products noted above. Remodulin was approved by the US. Food and Drug
Administration (FDA) for subcutaneous and intravenous administration in 2002 and 2004, respectively, and has been sold commercially in the United States
since 2002. Tyvaso and Adcirca were both approved by the FDA and launched commercially in the United States in 2009. Orenitrarn and Unituxin were
approved by the FDA in 2013 and 2015. respectively. Our sales, marketing and othercommercial staffsupports the availability ofour commercial products in
the United States, and these efforts are supplemented by our contract distributors. Outside the United States, our contract distributols are primarily responsible
for sales and marketing efiorts.

United Therapeutics was incorporated in Delaware in June 1996. Our principal executive offices are located at 1040 Spring Street, Silver Spring.
Maryland 20910 and at 55 T.W. Alexander Drive. Research Triangle Park, North Carolina 27709.

Unless the context requires otherwise or unless otherwise noted, all references in this Annual Report on Form lOnK (this Report) to “United Therapeutics"
and to the ”company", "we“, "us“ or “out" are to United Therapeutics Corporation and its subsidiaries.
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Our Commercial Products

Ourcornrnercia] product portfolio consists ofthe following:

 Product Mode of Deliverv Indication Current Status Du r Torritnrv

Remodulin Continuous PAH Commercial in the U.S., most of Worldwide
subcutaneous Europe“ , Argentina, Brazil, Canada,

Chile, China, Israel, Japan, Mexico,
Peru, Saudi Arabia, South Korea,
Taiwan and Venezuela

Remodulin Continuous PAH Commercial in the U.S., most of Worldwide
intravenous Eumpe*,Argentina, Canada, China,

Israel, Japan, Mexico, Peru, Saudi
Arabia, South Korea and Switzerland

'T‘yvaso Inhaled PAH Commercial in the U.S. and Israel Worldwide

Adcirca Ora] PAH Commercial in the U.S. United States

Orenitram Oral PAH Commercial in the U.S. Worldwide

Unituxin Intravenous High-risk Commercial in the U.S. Worldwide
neuroblastoma

* We have obtained approval for subcutaneous and intravenous Remodulin in 24 member countries of the European Economic Area
(EEA), as well as other non-EEA countries in Europe, and have received pricing approval in most ofthese countries.

Products to Treat Pulmonary Arterial Hypertension

PAH is a life-threatening disease that affects the blood vessels in the lungs and is characterized by increased pressure in the pulmonary arteries, which are
the blood vessels leading from the heart to the lungs. The elevated pressure in the pulmonary arteries strains the right side ofthe heart as it pumps blood to
the lungs. This eventually leads to right heart failure and, ultimately, death. PAH is characterized by structural changes in blood vessel walls, aggregation of
platelets and alteration ofsmooth muscle cell function. We believe that PAH affects about 500,000 individuals worldwide. We have seen increases in the
numberofpeople diagnosed with the disease, but due to the rarity ofthe disease and the complexity ofdiagnosing it, only a small fraction ofpatients with
PAH are being treated.

Current FDA-approved therapies for PAH focus on three distinct molecular pathways: the prostacyclin pathway. the nitric oxide (NO) pathway, and the
endothelin (ET) pathway. The classes ofdrugs that target these three pathways are:

' Prosracyclin Analogues and IP Prosracyclin Receptor Agonisrs. Patients with PAH have been shown to have reduced levels ofprostacyclin, a
naturally occurring substance that relaxes the pulmonary blood vessels, prevents platelet aggregation and inhibits the proliferation ofsrnooth
muscle cells in the pulmonary vessels. Therefore, drugs that mimic the action ofprostacyclin, known as prostacyclin analogues, are established
PAH treatments. Another class of therapy, called IP prostacyclin receptor agonists, has recently been developed to address PAH through the
prostacyclin pathway. As compared with prostacycl in analogues, which broadly mimic the effect
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ofprostacyclin, IF prostacycl in receptor agonists bind selectively to the IP receptor, one ofseveral prostacyclin receptors.

° Phosphodr’esterase Type 5 (PBS-5) Inhibitors and Guanyfai‘e Cyciase (SGC) Stimulators. Patients with PAH have also been shown to have
reduced levels of the enzyme responsible for producing NO, a naturally occun'ing substance in the body that causes relaxation of the
pulmonary blood vessels. N0 produces this effect by increasing intracellular levels ofcyclic guanosine monophosphate GMP {cyclic GMP).
Therefore, another established therapeutic approach has been to inhibit the degradation of cyclic GMP using dmgs known as PDE-S inhibitors.
In addition, sGC is an enzyme found in the endotheiial cells and the receptor for N0. When NO binds to sGC, the enzyme enhances production
ofcyclic GMP. As a result, sGC stimulators are also approved to treat PAH.

' Endothelr‘n Receptor-Antagonists. PAH patients have also been shown to have elevated levels of endothelin-1, a naturally occun'ing
substance in the body that causes constriction of, and structural changes to, the pulmonary blood vessels. Therefore, another established
therapeutic approach has been to block the action ofendothel in with drugs that are known as endothelin receptor antagonists (ETRAs).

Because any or all ofthe three pathways may be therapeutic targets in a patient, these classes ofdrugs are used alone or in combination to treat patients
with PAH. We currently market drugs in two ofthese classes. Remodulin, Tyvaso and Orenitrarn are all formulations oftreprostinil, a prostacyclin analogue,
and Adcirca is a PDE-S inhibitor.

The clinical severity of PAH is classified according to a system originally developed for heart failure by the New York Heart Association and then
modified by the World Health Organization {WHO} for patients with PAH, ranging from functional class I (no symptoms) through fitnetional class IV (severe
symptoms). Labeled indications for PAH therapies ofiert note that clinical studies for the drug predominantly included patients in one or more fitnctional
classes.

PAH is a subset of the condition more broadly known as pulmonary hypertension. WHO has classified pulmonary hypertension into five groups, with
PAH being designated WHO Group 1, which includes multiple etiologies such as idiopathic (meaning the cause is unknown} and heritable PAH, as well as
PAH associated with connective tissue diseases. While our PAH therapies' labeling is limited to the treatment ofWHO Group 1 PAH, we are engaged in
research and development efforts to expand the use ofOrenitram to treat pulmonary hypertension in certain categories ofWHO Group 2, and Tyvaso to treat
pulmonary hypertension in certain categories of WHO Group 3. For fithher details, see Research and Development below.

Remodulin

We sell Remodulin to specialty pharmaceutical distributors in the United States and to pharmaceutical distributors internationally. We recognized
approximately $670.9 million, $602.3 million and $572.8 million in Remodulin net product sales, representing 39 percent, 38 percent and 39 percent of'our
total revenues for the years ended December3 l, 2017, 2016 and 2015, respectively. Remodulin is indicated to treat patients with PAH, to diminish symptoms
associated with exercise. Studies establishing effectiveness included patients with firnctional class ll—IV (moderate to severe} symptoms.

Outside of the United States, Remodulin is approved for the treatment ofPAH in 38 countries by continuous subcutaneous administration and in 35
countries by continuous intravenous administration, and is sold commercially in most of these countries. Applications for approval of both subcutaneous and
intravenous Remodulin are under review in other countries.

We believe Remodulin has many qualities that make it an appealing alternative to competitive therapies. Remodulin is stable at room temperature, so it
does not need to be cooled during infiJsion
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and patients do not need to use cooling packs or refi'igeration to keep it stable. Treprostinil is highly soluble and highly potent, which enables us to
manufacture Remodulin in concentrated solutions. This allows therapeutic concentrations ofRemodulin to be delivered at very low flow rates via
miniaturized infusion pumps for both subcutaneous and intravenous infiision. Remodulin can be continuously infilsed for up to 48 hours intravenously or
72 hours subcutaneously before refilling the extemal infusion pump, and is packaged as an aqueous solution so patients do not have to reconstitute the drug
before refilling theirpumps. This profile contrasts favorably with the othercontinuously infitsed prostacyclin therapies in the market—Flolan®, Veletri® and
generic epoprostenol.

Flolan and generic epoprosteno] are not stable at room temperature (and therefore require refi'igeration or the use ofcooling packs}. but Veletri may be
stable at room temperature depending on its concentration. Flolan, generic epoprostenol, and Veletri have shorter half-lives than Remodulin, requiring
mixing prior to pump refills. None ofthese competitive products may be administered via subcutaneous infusion, and therefore may only be delivered
intravenously.

We have settled patent litigation with four generic dmg companies that filed abbreviated new drug applications (ANDAS) with the FDA to market
generic versions ofRemodulin in the United States. Under the terms of these settlements, Sandoz, Inc. {Sandoz} is permitted to launch its generic version of
Remodulin in the United States in June 2018, and Teva Pharmaceuticals USA, Inc. (Teva), Par Sterile Products, LLC (Far) and Dr. Reddy's Laboratories, Inc.
(Dr. Reddy's), are permitted to launch their generic versions ofRemodulin in the United States in December 2018, although each ofthese companies may be
pemiitted to enter the market earlier under certain circumstances. For further detail, see the section below entitled Patents and Other Proprietary Rights,
Strategic Licenses and Market Exclustvth—Geueric Competition.

There are serious adverse events associated with Remodulin. For example, when infused subcutaneously, Remodu] in causes varying degrees of infusion
site pain and reaction (redness and swelling) in most patients, Patients who cannot tolerate the infusion site pain related to the use ofsubcutaneous
Remodulin may instead use intravenous Remodulin. Intravenous Remodulin is delivered continuously through a surgically implanted central venous
catheter, similar to Flolan, Veletri and generic epoprostenol. Patients who receive therapy through implanted venous catheters have a risk ofdeveloping
blood stream infections and a serious systemic infection known as sepsis. Other common side effects associated with both subcutaneous and intravenous
Remodulin include headache, diarrhea, nausea, jaw pain, vasodilation and edema.

Tyvaso

We sell Tyvaso to the same specialty pharmaceutical distributors in the United States that distribute Remodulin. We recognized approximately
$372.9 million, $404.6 million and $470.1 million in Tyvaso net product sales, representing 22 percent, 25 percent and 32 percent ofour total revenues for
the years ended December 31, 201?, 2016 and 2015, respectively.

Tyvaso is administered four times a day by inhaling up to nine breaths during each treatment session, which takes approximately three minutes. Tyvaso
is required to be administered using our proprietary Tyvaso Inhalation System, which consists ofan ultra-sonic nebulizer that provides a dose ofTyvaso on a
breath-by-breath basis, and related accessories. A single ampule containing Tyvaso is emptied into the Tyvaso Inhalation System once per day, so the Tyvaso
Inhalation System only needs to be cleaned once daily. Tyvaso is regulated by the FDA as a dmg-device combination product. consisting onyvaso drug
product and the Tyvaso Inhalation System.

Ventavis® (iloprost) is the only other FDA-approved inhaled prostacyciin analogue. Patients need to inhale Ventavis six to nine times per day via a
nebulizer. According to its package insert, each Ventavis inhalation consists offourto ten minutes ofcontinuous inhalation via the nebulizer. We completed
an open-label study in the United States to investigate the clinical effects ofswitching
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patients fiom Ventavis to Tyvaso. Patients in this study saved an average ofapproximately 1 .4 hours per day when administering Tyvaso compared to
Ventavis.

Studies establishing efi'ectiveness included predominately patients with functional class II] symptoms (may not have symptoms at rest but activities are
greatly limited by shortness ofbreath, fatigue, or near fainting). Tyvaso was generally well tolerated in ourtnals. The most common adverse events were
transient cough, headache, nausea, dizziness and flushing. Tyvaso is also approved in Israel, where we commenced commercial sales during the second
quarterof2015,

Orenitrtim

Orenitram is the only FDA approved, orally administered prostacyclin analogue, and is the only oral PAH prostacyclin class therapy approved in the
United States that is titratable to a maximum tolerated dose, without a dose ceiling. We sell Orenitram to the same specialty pharmaceutical distributors in the
United States that distribute Remodulin and Tyvaso. We recognized approximately $185.8 million, $157.2 million and $118.4 million in Orenitram net
product sales, representing 11 percent, ten percent and eight percent ofourtotal revenues for the years ended December3 l, 201 "i. 2016 and 2015,
respectively. The primary study that established eflicacy included predominately patients with firnctional class II-III symptoms and etiologies of idiopathic
or heritable PAH (75 percent) or PAH associated with connective tissue disease (19 percent). The most common side effects observed in our clinical studies
were headache, nausea and diarrhea.

In February 20] 8, we settled patent litigation with Actavis Laboratories FL, Inc. [Actavis) relating to its ANDA seeking to market a generic version of
Orenitram in the United States. Under the terms of this settlement, Actavis will be permitted to launch its generic version of Orenitram in the United States in
June 202 7, although Actavis may be permitted to enter the market earlier under certain circumstances. For further detail, see the section below entitled
Patents and Other Proprietary Rights. Strategic Licenses and Market Ereiusiviry—Generic Competition.

Adcirca

Adcirca is a POE—5 inhibitor, the active pharmaceutical ingredient ofwhich is tadalafi]. Tadalafil is also the active pharmaceutical ingredient in Cialis®,
which is marketed by Eli Lilly and Company (Lilly) for the treatment oferectile dysfirnction. We acquired the commercial rights to Adcirca for the treatment
ofPAI-I in the United States from Lilly in 2008. We sell Adcirca at prices established by Lilly, which are at parity with Cialis pricing. We recognized
approximately $419.? million, $372.2 million and $2'i8.8 million in Adcirca net product sales, representing 24 percent, 23 percent and [9 percent ofour
total revenues for the years ended Deeember3 l, 2017, 2016 and 2015, respectively.

In 2009, the FDA approved Adcirca with a recommended dose of40 mg, making it the only once-daily PDE»S inhibitor for the treatment ofPAI-i. Adcirca
is indicated to improve exercise ability in patients with PAH. Studies establishing efiiectiveness included predominately patients with functional class Il-III
symptoms. Headaches were the most commonly reported side eHect.

Prior to the approval of Adcirca, Revatio®, which is marketed by Pfizer Inc. (Pfizer), was the only PDEAS inhibitor approved forthe treatment ofPAH.
Sildenafil citrate, the active ingredient in Revatio, is also the active ingredient in Viagra®, which is marketed by Pfizer for the treatment oferectile
dysfirnction. In 2012, several companies launched generic formulations ofsildenafil citlate. Revatio and generic sildenafil citrate are dosed three times daily.

In September 20] 4, Gilead Sciences, Inc. (Gilead) announced the results ofa study ofambri sentan (an ETRA) and tadalafil in PAH patients as a first-line
combination treatment, compared to treating PAH patients with only ambrisentan or tadalafil. In the study, first-line treatment with both therapies reduced the
risk ofclinical failure (a composite endpoint that incorporates clinical worsening events—
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death, hospitalization and disease worsening—and a component ofunsati sfactory long-term clinical response] compared to a monotherapy treatment by
50 percent. Based on these results, in October 2015, the FDA approved an update to the new drug application (NDA) for Letairis® (arnbrisentan), permitting
the use of Letairis in combination with tadalafil for PAH to reduce the risks ofdisease progression and hospitalization for worsening PAH, and to improve
exercise ability.

A U.S. patent for Adcirca forthe treatment ofpulmonary hypertension expired in November 2017. Lilly has two additional patents expiring in April and
November 2020, respectively, covering Adcirca and claiming pharmaceutical compositions and free drug particulate forms (the 2020 Patents). The Patent
Trial and Appeal Board (PTAB) of the U.S. Patent and Trademark Office (USPTO) has issued a Fi rial Written Decision finding these patents invalid as the
result ofan interparres review (IPR) proceeding initiated by Actelion Pharmaceuticals Ltd. Lilly's appeal ofthe FTAB's decision is pending before the
United States Court oprpeals forthe Federal Circuit. In May 20] T, we amended our license agreement with Lilly relating to Adcirca to clarify and extend
the term of the agreement and to amend the economic terms of the agreement following the expiration of a patent covering Adcirca in November 2017. As a
result ofthis amendment, beginning December 1, 201?, our royalty rate on net product sales of Adcirca increased from five percent to ten percent, and we are
required to make milestone payments to Lilly equal to $3 25,000 for each $1 £00,000 in net product sales. Adcirca‘s cost ofproduct sales as a percentage of
Adcirca's net product sales has increased significantly since December I, 20l7 due to these cost increases. In the event that Lilly prevails in one or both ofthe
appeals noted above: (a) the previous five percent royalty rate will apply and the effective date of the new payment structure will be deferred until the
expiration, lapse, abandonment or invalidation ofthe last claim ofthe 2020 Patents covering commercialization ofAdcirca for pulmonary hypertension; and
(b) to the extent we had previously paid amounts in excess of five percent, those amounts will be refunded by Lilly. The FDA has already tentatively
approved ANDAs filed by at least two generic companies to market generic versions of Adcirca following the expiration of the November 201? patent.
However, the FDA granted Lilly's request for pediatric exclusivity, which provides an additional six-month exclusivity period through May 2018. As a result,
following the expiration ofregulatory exclusivity in May 2018, we anticipate the launch ofgeneric versions ofAdcirca resulting in decreased Adcirca sales,
which will likely lead to a material adverse impact on Adcirca revenue. As amended, the term ofour license agreement with Lilly expires on the latest to
occur of: (l) expiration, lapse, cancellation, abandonment or invalidation of the iast claim to expire within a Lilly patent covering the commercialization of
Adcirca for the treatment ofpulmonary hypertension in the United States; (2) expiration of any govemment-conferred exclusivity rights to use Adcirca for the
treatment ofpulmonary hypertension in the United States; or {3) December 31, 2020.

Product to Treat Ca nicer—Unituxin

In March 2015, the FDA approved our Biologics License Application (BLA) for Unituxin, in combination with granulocyte-macrophage colony-
stimulating factor (GM «CSFj, interleukinnz (IL—2), and l3-cis-retinoic acid (RA), for the treatment ofpatients with high-risk neuroblastoma (a rare form of
pediatric cancer) who achieve at least a partial response to prior first-line multiagent, multimodality therapy. Unituxin is a chimeric, composed ofa
combination ofmouse and human DNA, monoclonal antibody that induces antibody-dependent cell-mediated cytotoxicity, a mechanism ofce] l-mediated
immunity whereby the immune system actively targets a cell that has been bound by specific antibodies. Unituxin therapy is associated with severe side
efi'ects, including infections, infiision reactions, hypokalemia, hypotension, pain, fever, and capillary leak syndrome.

We commenced U.S. sales ofUnituxin in the third quarterof2015. We recognized approximately $76.0 million, $62.5 million and $20.5 million in
Unituxin net product sales, mpmenting fourpercent, fourpercent and one percent ofourtotal revenues forthe years ended December3 1, 2017, 2016 and
2015, respectively.

 

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, IPR2017-0162‘I

Page 9 of 213



Table gfgggntgnts

Research and Development

We focus roost ofour research and development efforts on the following near-term pipeline programs (intended to result in product launches in the 2018-
202i timef‘rarne) and medium—term pipeline programs (intended to result in product launches in the 2022-2025 timefrarne). We are also engaged in a variety
ofadditional medium— and long-term research and development efi'orts, including technologies designed to increase the supply oftransplantable organs and
tissues and improve outcomes for transplant recipients through regenerative medicine, xenotransplantation, biomechanical lungs and ex—vivo lung perfusion.

Near— Term Pipeline Programs {2018-202 I)
Current Status

 Product Mode of Delivery Indicarinn STUDY NAME Our Territory

Implantable Continuous PAH Pending regulatory United States, United
System for intravenous via approval Kingdom, Canada, France,
Remodulin implantable pump Germany, Italy and Japan

RemUnitym Continuous PAH Pre-NDA Worldwide
(treprostinil) subcutaneous via

pre-filled, semi-
disposable system

OreniPlusm Oral PAH (decrease morbidity Phase IV Worldwide

(Orenitram in and mortality) FREEDOM~EV
combination

with approved
background
therapy)

Tysuberprostm Oral {esuberaprost} PAH {decrease morbidity Phase 1]] North America, Europe,
(esuberaprost in Inhaled (Tyvaso) and mortality) BEAT Mexico, South America,
combination Egypt. India, Israel, South

with Tyvaso} Africa and Australia

RemoProm Continuous PAH Pre-Clinical Worldwide

(pain.fi-ee subcutaneous
subcutaneous
Remodulin

prodrug)

Dinutuximab Intravenous Small cell lung cancer Phase IIfllI Worldwide
DISTWCT

Tyvaso_]LDm Inhaled Pulmonary hypertension Phase I]I Worldwide
(treprostinil) associated with idiopathic INCREASE

pulmonary fibrosis (WHO
Group 3)

9
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Medium—Term Pipeline Program (2022—2025)
Current Status

 Product Mode of Delivery Indication STUDY NAME Our Tem‘tory

Tyvaso Inhaled Pulmonary hypertension associated with Phase Ill Worldwide
(treprostinil) chronic obstructive pulmonary disease PERFECT

(WHO Group 3)

Aurora- Intravenous PAH Phase lII'TII United States

GTTM (eNOS SAPPHIRE
gene
therapy)

OreniLefim Oral Pulmonary hypertension associated with Phase III Worldwide

(treprostiniI) giveégicular diastolic dysfimction (WI-IO SOUTHPA W“P

Implantable Systemfor Remodelin

We are working with Medtronic, Inc. (Medtronic) on a program to develop Medtronic's proprietary intravascular infilsion catheter to be used with its
SynchroMed® II implantable infirsion pump and related in Fusion system components {together referred to as the Implantable System for Remodulin) in order
to deliver Remodulin for the treatment ofPAH. The SynchroMed [1 device is already approved for delivery ofmedication to treat neuropathic pain. with our
funding, Medtronic completed the DelIVery clinical trial, which studied the safety ofthe Implantable System for Remodulin. The primary objective was to
demonstrate a rate ofcatheter-related complications below 2.5 per 1,000 patient—days while using the Implantable System for Remodulin. In 20 I 3, Medtronic
informed us that this primary objective was met. If the Implantable System for Remodulin is approved, the technology has the potential to reduce many ofthe
patient burdens and other complications associated with the use ofexternal pumps to administer prostacyclin analogues. In order to launch the Implantable
System for Remodulin in the United States, we are pursuing parallel regulatory filings with Medtronic relating to the device and the drug, respectively.
Medtronic's premarket approval application (PMA) for the device was approved by the FDA in December 2017. We resubmitted our NDA for the use of
Remodulin in the implantable pump on January 30, 2018, and we anticipate a two-month review period.

Medtronic is entirely responsible for regulatory approvals and all manufacturing and quality systems related to its infusion pump and related
components. Medtronic entered into a consent decree citing violations ofthe quality system regulation for medical devices and requiring it to stop
manufacturing, designing and distributing SynchroMed II implantable infirsion pump systems, except in limited circumstances, until the FDA determines
that Medtronic has met all the provisions listed in the consent decree. During the fourth quarter of201 'r', Medtronic was notified by the FDA that these
provisions have been satisfied, and Medtronic has therefore been pemutted to recomrnence manufacture and sale of the systems without limitation, but
certain other elements of the consent decree remain in effect, such as the requirements to comply with a remediation plan and to submit to periodic auditing
ofMedtronic's quality systems. Although we believe we will be permitted to launch
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the Implantable System for Remodulin following FDA approval, any non-compliance by Medtronic with its consent decree could interrupt its manufacture
and sale ofthe device.

RemUm‘ty and RemoPro

In December 20 l 4, we entered into an exclusive agreement with DEKA Research & Development Corp. (DEKA) to develop a pre—filled, semi-disposable
system fbr subcutaneous delivery of treprostinil, which we call the RemUnity system. Under the terms of the agreement, we are funding the development costs
related to the RemUnity system and will pay product fees and a single-digit royalty to DEKA based on commercial sales of the system and the treprostinil
drug product sold foruse with the system. The RemUnity system consists ofa small, lightweight, durable pump that is intended to have a service life ofat
least three years. The RemUnity system uses disposable cartridges pre-filled with treprostinil, which can be connected to the pump with less patient
manipulation than is typically involved in filling currently-available subcutaneous pumps. Currently, we are engaged in engineering, design and
development efforts to optimize the RemUnity system to deliver treprostinil in prenfilled reservoirs, and intend to complete human factor studies and
firnetionality testing in subjects before submitting an application to the FDA to approve the pre—filled RemUnity system.

We are also engaged in pre-clinical development ofa new prodrug oftreprostinil called RemoPro, which is intended to enable subcutaneous delivery
without the site pain currently associated with subcutaneous Remodulin. A prodrug is a metabolically inactive compound that, after administration,
metabolizes into an active compound. RemoPro is intended to be inactive in the subcutaneous tissue, which should decrease or eliminate site pain. Once
RemoPro is absorbed into the blood, it metabolizes into treprostinil.

Orertttram. Orem‘Plns and Orenitefl

In 20 l 3. the FDA approved Orenitram for the treatment ofPAH patients to improve exercise capacity. The primary study that supported efficacy of
Orenitram was a 12-week monotherapy study (FREEDOM-m in which PAH patients were not on any approved background PAH therapy.

In order for Orenitram to reach its full commercial potential, we believe we need to complete successfully further studies to support an amendment to
Orenitram's label to indicate that Orenitram delays morbidity andfor mortality (also known as "time to clinical womening") in PAH patients who are on an
approved oral background therapy. We refer to this initiative to amend Orenitrarn's label as OreniPlus. As such, we are conducting a phase IV registration
study called FREEDOM—E V, which is intended to support such a label amendment if successful. Enrollment of this study was completed in December 2017,
and we anticipate full results ofthe study will be available during the second halfonOi 8.

We are also enrolling patients in a study ofOrenitram {SOUTHPA W) to treat WHO Group 2 pulmonary hypertension {specifically associated with left
ventriculardiastolic dysfunction). which we refer to as OreniLefi. There are presently no FDA approved therapies indicated fortreatment ofWHO Group 2
pulmonary hypertension.

Tysuberprost

In 2012, we completed a phase I safety study of esuberaprost, a single—isomer orally bioavailable prostacyclin analogue, and the data suggested that
dosing esuberaprost four times a day was tolerable. We believe that esuberaprost and treprostinil have differing prostacyclin receptor—binding profiles and are
studying the potential safety and efficacy benefits for patients when used in combination. We also believe that inhaled treprostinil and oral esuberaprost have
complementary pharmacokinetic and phannacodynamic profiles, which indicate that they should provide greater efficacy in combination. In March 2017, we
completed enrollment ofourphase III registration study called BEA T(BEraprost 3 I 4d
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Add-on to Tyvaso) to evaluate the clinical benefit and safety ofesuberaprost in combination with Tyvaso for patients with PAH who show signs of
deterioration on Tyvaso or have a less than optimal response to Tyvaso treatment. We refer to the resulting use of esuberaprost and Tyvaso therapies in
combination with each other as Tysuberprost.

Unit‘uxr'n

Under our BLA approval for Unituxin, the FDA has imposed certain postnmarketing requirements and postnmarketing commitments on us. We are
conducting additional clinical and non-clinical studies to satisfy these requirements and commitments. While we believe we will be able to complete these
studies, any failure to satisfy these requirements or commitments could result in penalties, including fines or withdrawal ofUnituxin from the market, unless
we are able to demonstrate good cause for the failure.

In addition, we are conducting studies ofUnituxin in adult patients with other forms ofGDZ-expressing cancers. We are currently enrolling the phase [11
portion ofa phase IL‘TII study called DISTINCT, in patients with small cell lung cancer. During the fourth quarter of20] 7, we completed the phase II portion
of the study, and commenced the phase III portion ofthe study following an interim safety review. These research and development efi'orts into new
indications for Unituxin have been substantially outsourced to a contract research organization called Precision Oncology, LLC.

Unituxin therapy is associated with severe side effects, including infections, infusion reactions, hypokalemia, hypotension. pain, fever, and capillary
leak syndrome. In post-approval use ofUnituxin, the adverse reactions ofprolonged urinary retention, transverse myelitis, and reversible posterior
leukoencephalopathy syndrome have been observed. Unituxin's label also includes a boxed warning related to serious infusion reactions and neurotoxicity.

Finally, we are developing a fiilly humanized (non-chimeric) version ofdinutuximab, the active ingredient in Unituxin. This new version is expected to
reduce some ofthe side effects associated with Unituxin, which is a chimeric composed ofa combination ofmouse and human proteins.

Tyvaso and Tyvaso—ILD

In October 201 T, we received FDA approval ofa supplement to ourNDA forTyvaso, covering a new inhalation device as part ofthe Tyvaso inhalation
System. The new device, called the TD-3 001A, was designed based on physician and prescriber feedback. and is intended to aid patient compliance and
enhance ease ofuse. We plan to launch the TD-3OOIA in 2018, which we believe will help reduce the rate onyvaso discontinuation associated with the
current device. In addition to the TD-3OOJ'A, we are engaged in research and development efforts into new devices to further optimize the delivery of inhaled
treprostinil.

We are enrolling a phase III registration study called INCREASE, which is a study onyvaso in patients with WHO Group 3 pulmonary hypertension
associated with interstitial lung disease (specifically associated with idiopathic pulmonary fibrosis or combined pulmonary fibrosis and emphysema), which
we refer to as Tyvaso-ILD. We are also planning a phase [II registration study called PERFECT(PuImonary hypertension EnRichment study For the
Evaluation ofCOPD with Tyvaso), which is a study ofTyvaso in patients with WHO Group 3 pulmonary hypertension associated with chronic obstructive
pulmonary disease. There are presently no FDA approved therapies indicated fortreatment ofWHO Group 3 pulmonary hypertension.

Aurora—GT

We are enrolling a phase lL’HI study (called SAPPHIRE] ofa gene therapy product called Aurora-GT, in which a PAH patient's own endothelial
progenitor cells are isolated. transfected with the
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gene for human endothelial NO-synthase (eNOS), expanded ex-vivo and then delivered to the same patient. This product is intended to rebuild the blood
vessels in the lungs that are destroyed by PAH. This study is being conducted entirely in Canada, and is sponsored by Northern Therapeutics, Inc., a
Canadian entity in which we have a 49.7Ir percent voting stake and a 71.8 percent financial stake. We have the exclusive right to pursue this technology in the
United States, and plan to seek FDA approval ofAurora-GT ifSAPPHIRE is successfirl.

Organ Manufacturing

Each year, end stage organ failure kills millions ofpeople. A significant numberofthese patients could have benefited from an organ transplant.
Unfortunately. the number ofusable. donated organs available for transplantation has not grown significantly overthe past half century while the need has
soared. Our long—term goals are aimed at addressing this shortage. With advances in technology, we believe that creating an unlimited supply oftolcrable
manufactured organs is now principally an engineering challenge, and we are dedicated to finding engineering solutions. Since 2011, we have been engaged
in research and development ofa variety of technologies designed to increase the supply of transplantable organs and tissues and improve outcomes for
transplant recipients. These programs include preclinical research and development ofalternative tissue sources through tissue and organ
xenotransplantation, regenerative medicine, biomechanical lungs, and other technologies to create engineered organs and organ tissues. Although our
primary focus is on engineered lungs, we are also developing technology for other engineered organs, such as kidneys and hearts, and our manufactured
lungs, kidneys and hearts have set records forviability in FDA—required animal models. Most recently, in February 2018 we reached a significant milestone
by achieving 30-day survival ofour genetically modified porcine lungs in FDA-required animal models. We are also developing technologies to improve
outcomes for lung transplant recipients and to increase the supply ofdonorlungs through ex-vivo lung perfirsion. While we continue to develop and
commercialize therapies for rare and life-threatening conditions, we view organ manufacturing as the ultimate technology solution for a broad array of
diseases, many ofwhich (such as PAH) have proven incurable thus far through more traditional pharmaceutical and biologic therapies. Forthis reason, in
2015 we created a wholly-owned public benefit corporation called Lung Biotechnology PBC, chartered with the express purpose “to address the acute
national shortage of transplantable lungs and other organs with a variety oftechnologies that either delay the need for such organs or expand the supply .“

Research and Development Expenditures

We have incurred substantial expenses for our research and development activities and expect to continue to do so in connection with the programs
described above. For details regarding our research and development expenses, see Part II—l’tem ?—Management's Discussion and Analysis ofFinancial
Condition and Results of@erations—Ovewiew—Reseamh and Development. During the years ended December 201?, 2016 and 2015, we incurred
$264.6 million, $147.6 million and $245.1 million in research and development expenses.

Sales and Marketing

Our marketing strategy for our commercial products is to use our sales and marketing teams to reach out to the prescriber community to: (1) increase PAH
awareness; (2) increase understanding of the progressive nature ofPAH and the importance ofearly treatment; and {3} increase awareness ofour commercial
products and how they fit into the various stages of disease progression and treatment. During the second halfof201 6, we consolidated and restructured our
domestic sales force into a unified team that sells all ofour PAH products, in order to better educate physicians about how our products can be used to create
a "continuum ofcare" for treating patients across all stages ofthe
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disease. Previously, our sales and marketing personnel were divided into two teams that sold different PAH products.

Distribution ofCommereial Products

United States Distribution ofRemndttiin. Tyvnso, Oretritrttm, and Unittrxin

We distribute Remodul in, Tyvaso and Orenitram throughout the United States through two contracted specialty phannaceutical distributors: Accredo
Health Group, Inc. and its affiliates, including Curascript SD Specialty Distribution (collectively Accredo), and CVS Caremark (Caremark). These distributors
are required to maintain certain minimum inventory levels in order to ensure an uninterrupted supply to patients who are prescribed our therapies. We
compensate Accredo and Carenrark on a fee-foreervice basis for certain ancillary services in connection with the distribution of these products. Ifany ofour
distribution agreements expire ortem-rinate, we may, under certain circumstances, be required to repurchase any unsold Remodulin, Tyvaso or Oren itrarn
inventory held by our distributors.

These specialty pharmaceutical distributors are responsible for assisting patients with obtaining reimbursement for the cost ofour treprostinil-based
products and providing other support services. Under our distribution agreements, we sell each ofour treprostinil-based products to these distributors at a
transfer price that we establish. We have also established patient assistance programs in the United States, which provide our treprostinil-based products to
eligible uninsured or under-insured patients at no charge. Accredo and Canenrark assist us with the administration of these programs.

We distribute Unituxin throughout the United States through an exclusive distribution agreement with ASD Specialty Healthcare, Inc. (ASD), an affiliate
ofAmerisourceBergen Corporation. Under this agreement, we sell Unituxin to ASD at a transfer price that we establish, and we pay ASD fees for services
provided in connection with the distribution and support ofUrrituxin.

To the extent we increase the price ofany of these products, increases are typically in the single-digit percentages per year.

United States Distribution ofAdcirca

Under our manufacturing and supply agreement with Lilly (see Patents and Other Proprietary Rights. Strategic Licenses and Market Exciusiviry—
Agreements with Liiiy Reinteri to Adcirca below for more details), Lilly manufactures and distributes Adcirca on our behalf through Lilly's wholesaler
network, which includes Accredo and Caremarir, in the same manner that it distributes its own pharmaceutical products. Underthe terms of this agreement, we
take title to Adcirca upon completion ol‘its manufacture by Lilly. Adcirca is shipped to customers in accordance with purchase orders received by Lilly.
Upon shipment, Lilly sends an invoice and collects the amount due fi'om the customer subject to customary discounts and rebates, if any. Although Lilly
provides these services on our behalf, we maintain the risk of loss as it pertains to inventory, product returns and non-payment of invoices. The
manufacturing and supply agreement will continue in efl‘ect until expiration or termination ofour license agreement for Adcirca. Lilly retains authority under
the license agreement for all regulatory activities with respect to Adcirca, as well as its retail pricing, which has been and is expected to remain at price parity
with Cialis. Since receiving FDA approval ofAdcirca, Lilly has generally increased the net wholesale price ofAdcinca two or three times each year by
approximately nine to ten percent each time. We have also established a patient assistance program in the United States, which provides Adcirca to eligible
uninsured or under—insured patients at no charge.
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Internationai Distribution ofRemoduir'n and Tyvaso

We currently sell Remodulin outside the United States to various distributors, each of which has exclusive distribution rights in one or more countries
within Europe, Israel and the Middle East, Asia and South and Central America. We also sell Tyvaso commercially to a distributorthat has exclusive
distribution rights in Israel. We also distribute Remodulin in Canada through a specialty pharmaceutical wholesaler. In some of the European markets where
we are not licensed to market Remodulin, such as Spain and the United Kingdom, we sell (but do not market) Remodulin on a named~patient basis in which
therapies are approved for individual patients by a national medical review board, hospital orhealth plan on a case~bycase basis. We also maintain similar
named patient programs for Tyvaso in certain countries.

Patents and Other Proprietary Rights, Strategic Licenses and Market Exclusivity

Our success depends in part on our ability to obtain and maintain patent protection for our products, preserve trade secrets, prevent third parties from
infringing upon our proprietary rights and operate without infringing upon the proprietary rights of others in the United States and worldwide. Many of these
proprietary rights stem from licenses and other strategic relationships with third parties. In addition to intellectual property rights, U.S. and international
regulatory authorities often provide periods ofmarket exclusivity for manufacturers ofbiopharmaceutical products.

Patents provide the owner with a right to exclude others from practicing an invention. Patents may coverthe active ingredients, uses, formulations, doses,
administrations, delivery mechanisms, manufacturing processes and other aspects ofa product. The period ofpatent protection for any given product
generally depends on the expiration date ofvarious patents and may differ from country to country according to the type ofpatents, the scope ofcoverage
and the remedies for infringement available in a country. Most ofour commercial products and investigational products are protected by patents that expire
on varying dates.

Significant legal questions exist concerning the extent and scope ofpatent protection for biopharrnaceutical products and processes in the United States
and elsewhere. Accordingly, there is no certainty that patent applications owned orlicensed by us will be issued as patents, orthat our issued patents will
afi‘ord meaningfirl protection against competitors. Once issued, patents are subject to challenge through both administrative and judicial proceedings in the
United States and other countries. Such proceedings include reexaminations, interpartes reviews, post-grant reviews and interference proceedings before the
US, Patent and Trademark Office, as well as opposition proceedings before the European Patent Office. Litigation may be required to enforce, defend or
obtain ourpatent and other intellectual property rights. Any administrative proceeding or litigation could require a significant commitment ofour resources
and, depending on outcome, could adversely affect the scope, validity orenforceability ofcertain ofour patent orotherproprietary rights.

Remoduiiu, Tyvaso and Ch'crritmm Proprietary Rights

We have a number of issued patents and pending patent applications covering our treprostinil—based products, Remodulin, Tyvaso and Orenirram. We
have been granted three patents relating to manufacturing treprostinil that expire in 2028 and are listed in the FDA‘s Approved Drug Products with
Therapeutic Equivalence Evaluations, commonly known as the Orange Book {see Orange Book below), for Remodulin, Tyvaso and Chenitrarn. One ofthese
patents has been held invalid by the PTAB following an TPR proceeding, as discussed below under Generic Competition.
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In addition to the treprostini] patents noted above, we have other patents specific to our individual treprostinil-based products, including the following:

' Rema‘uh’n. We have been granted three US. patents covering an improved diluent for Remodulin, which expire in 2028 and 2029. We have
another patent covering intravenous administration ofRemoduiin with certain diluents, which expires in 2024. All four of these patents are
listed in the Orange Book.

° Tyvaso. We have been granted two US. patents. as well as patents in other countries, for Tyvaso that cover methods of treating PAH by inhaled
delivery. These patents will expire in the United States in 2018 and in various countries throughout the world in 2020. We have also been
granted two patents directed to a method of treating pulmonary hypertension and a kit for treating pulmonary hypertension. These two patents
expire in 2028 and are listed in the Orange Book. Counterparts to these two patents are issued in several other countries. Both are subject to an
ongoing IPR proceeding, as discussed below under Generic Competition.

' Orenitram. Our patents for Orenitram cover methods ofuse for treating PAH, orally administered formulations, controlled moisture storage and
manufacturing methods, as well as those covering controlled release formulations licensed to us by Supemus Pharmaceuticals Inc. (Supemus).
These patents will expire in the United States between 2024 and 2031 and in various countries throughout the world between 2024 and 2030.

We have additional pending US. and international patent applications relating to Remodulin, Tyvaso and Orenitram.

Orange Book

In seeking approval ofa drug through an NBA or upon issuance ofnew patents following approval ofan NDA, applicants are required to submit to the
FDA each patent that has claims covering the applicant's product or a method ofusing the product. Each ofthe patents submitted is then published in the
Orange Book. See Go vemmental Regulation—Patent Term and Regulatory Exclusivigr below for further details. Remodulin currently has seven unexpired
Orange Book-listed patents with expiration dates ranging fi'om 2024 to 2029. Tyvaso currently has eight unexpired Orange Book listed patents with
expiration dates ranging from 201310 2028. Orenitram currently has thirteen unexpired Orange Book listed patents with expiration dates ranging from 2024
to 203l . Additional patent applications are pending, and ifgranted, may be eligible for listing in the Orange Book.

Regulatory Exclasr'vity

Remodulin's regulatory exclusivity in the United States and Europe has expired. In 2010, the FDA granted orphan drug designation forTyvaso, which
resulted in an orphan exclusivity period that expired in July 2016. In 2004, the EMA designated Tyvaso an orphan medicinal product for the treatment of
both PAH and chronic thromboembolic pulmonary hypertension, which would confer a ten-year exclusivity period commencing ifand when we obtain
marketing approval. As a result ofFDA approval ofour NDA for Orenitram as a new dosage form, Orenitram had three years ofmarket exclusivity for PAH,
which expired in Deeember2016. A request for orphan drug designation for Orenitram was denied by the FDA, and we are eunently challenging that denial
in litigation pending before the United States District Court for the District ofCoiumbia.

Supernas License

In 2006, we entered into an exclusive license agreement with Supemus to use certain ofits technologies in manufacturing Orenitram. Underthe
agreement, we paid Supernus certain amounts upon the achievement of specified milestones based on the development and commercial launch of
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Orenitram for PAH, and we would be obligated to make additional milestone payments ifwe develop Orenitram for a second indication. In addition, the
agreement provides that we will pay a single-digit percentage royalty based on net worldwide sales. This royalty will be paid for approximately twelve years
commencing with the first product sale, which occurred in the second quarterof2014.

Generic Compcritter:

We settled litigation with Sandoz, Teva, Par and Dr. Reddy's, relating to their ANDAs seeking FDA approval to market generic versions ofRemodulin
before the expiration of certain ofour US. patents. Under the terms ofour settiement agreements, Sandoz can market its generic version ofRemodulin in the
United States beginning in June 20] 3, and Teva, Far and Dr. Reddy's can each launch their generic versions in the United States beginning in December
2018, although each of these companies may be permitted to enter the market earlier under certain circumstances. We also settled litigation with Actavis
relating to its ANDA seeking FDA approval to market a generic version ofOrenitram before the expiration ofcertain ofour US. patents. Under the terms of
this settlement agreement, Actavis can market its generic version ofRernodulin in the United States beginning in June 202?, although Actavis may be
pennitted to enter the market earlier under certain circumstances.

We are engaged in litigation with Watson Laboratories, Inc. (Watson), based on its ANDA seeking to market a generic version of Tyvaso before the
expiration ofcertain ofour U.S. patents at various dates from November 2018 through December 2028. In addition, Watson filed IPR petitions seeking to
invalidate the claims oftwo ofourpatents that expire in 2028 and relate to Tyvaso, and on January 1 l, 2018, the PTAB issued decisions to institute IPR
proceedings with respect to both patents.

Finally, SteadyMed Ltd. (SteadyMed) filed an IPR petition seeking to invalidate the claims ofone ofour patents that expires in December 2028 and
relates to treprostinil (US. Patent No. 8,497,393, which we refer to as the '393 patent}, which is the active ingredient in Remodulin, Tyvaso and Orenitrarn. In
March 20 l 7, the PTAB issued a Final Written Decision in this matter, finding that all claims ofthe '393 patent are not patentable. In May 20 I 7, we appealed
this decision to the US. Court oprpeals forthe Federal Circuit, and the Federal Circuit affinned the PTAB's Final Written Decision. In February 2018, we
submitted a petition for certiorari with the United States Supreme Court to review the Federal Circuit decision. The ‘393 patent remains valid and enforceable
until all appeals have been exhausted. We are currently asserting the '3 93 patent (along with several other patents) against Watson in connection with its
efforts to obtain approval to market a generic version ofTyvaso.

In January 2016, SteadyMed announced that the FDA had granted orphan drug designation for Trevyent®, which is a single-use. pie-filled pump
intended to deliver a two-day supply of treprostinil subcutaneously using SteadyMed's PatchPump® technology. In June 2017, SteadyMed submitted an
NBA to the FDA seeking approval ofTrevyent for the treatment ofPAH. In August 2017, SteadyMed announced receipt ofa refuse-to-file letter from the
FDA, in which the FDA refiised to accept SteadyMed's NDA for review, requested fiirther information on certain device specifications and required
performance testing and additional design verification and validation testing on the final, to-be-marketed Trevyent product. SteadyMed has indicated it
plans to resubmit its NDA by the end of2018.

We intend to continue vigorously defending the '393 patent, but even if the ultimate result is unfavorable to us, we have other patents covering subject
matters similar to the ‘393 patent and with the same expiration date (December 2028). Specifically, in March 20 I 7, the USPTO awarded us two additional
patents related to the ‘393 patent, US. Patent Nos. 9,5 93,066 and 9,604,901. We prosecuted the applications that resulted in these new patents in parallel with
the '393 patent [PR proceedings and presented claims addressing the invalidity arguments raised by SteadyMed in the '393 patent [PR proceedings and by
Watson in our ongoing litigation. The USPTO allowed the new patent claims with
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firll knowledge of the '393 patent [PR proceedings, the invalidity arguments presented therein, and the invalidity arguments raised by Watson in connection
with the '393 patent. Thus, we anticipate that these new patents should be less susceptible to challenge than the '3 93 patent. We have listed both of these new
patents in the Orange Book for Remodulin, Tyvaso and Orenitram and may in the fixture decide to assert these patents against any competitor marketing or
seeking approval to market generic versions ofRemodulin, Tyvaso or Orenitram. Following the Final Written Decision in the '3 93 patent IPR, SteadyMed
asked the PTAB to invalidate the new patents because SteadyMed claimed that the new patents' claims are patentably indistinct from the '3 93 patent claims.
The PTAB denied SteadyMed's request. Thus, SteadyMed must petition the PTAB to request new [PR proceedings if it wishes to attempt to invalidate the
patents issued in March 2017. SteadyMed also asked the PTAB to assen jurisdiction overadditional new patent applications we filed related to the '393
patent that are pending before the USPTO and hold that the claims are patentabiy indistinct over the claims of the '393 patent. The PTAB denied SteadyMed's
request. As a result, the USPTO could potentially award us additional patents based on these applications.

For firrther details regarding the Watson, Actavis and SteadyMed matters, please see Note Ié—Lr‘tigarion, to our consolidated financial statements.

As a result ofour settlements with Sandoz, Teva. Par and Dr. Reddy's, we expect to see generic competition for Remodulin from these companies in the
United States beginning in June 20] 8 {Sandoz} and December 2018 (Teva, Parand Dr. Reddy's) (or earlier under certain circumstances). The two patents
granted in March 20 I 7 will not impact these settlements allowing generic competition for Remodulin. This increased competition could reduce our net
product sales and profits. In addition, while we intend to vigorously enforce our intellectual property rights relating to ourproducts, there can be no
assurance that we will prevail in defending our patent rights, orthat additional chailenges from other ANDA filers or other challengers will not surface with
respect to our products. Our patents could be invalidated, found unenforceable or found not to cover one or more generic forms ofRemodu lin, Tyvaso or
Orenitram. If any ANDA filer were to receive approval to sell a generic version ofRemodulin, Tyvaso or Orenitram andt'or prevail in any patent litigation, the
affected product(s) would become subject to increased competition, which could reduce our net product sales and profits.

The US. patent for Adcirca forthe treatment ofpulmonary hypertension expired in November 20 I 7. The FDA has granted additional regulatory
exclusivity through May 2013. Afler this time, we expect generic competition for Adcirca and a resulting significant reduction ofAdcirca sales, which would
lead to a material adverse impact on Adcirca revenues. For additional information, refer to Part1. item l—Business Overview—Products to Treat Pulmonary
Arterial Wpertensian—Adcirca.

Patent expiration, patent litigation and generic competition for any ofour commercial PAH products could have a significant, adverse impact on our
revenues, profits and stock price, and is inherently difficult to predict. For additional discussion, refer to the risk factor entitled, Our intellectaalproperty
rights may not effectively deter competitorsfrom developing competing products that. {fsrrccessfafl could ha ve a material adverse effect on our revenues
andprofits, contained in Part I, Item Lit—Risk Factors included in this Report.

Agreeniems with Litty Related to A deft-ca

In 2008, we entered into several agreements with Lilly regarding Adcirca, including a license agreement and a manufacturing and supply agreement.
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License Agreement

Under the terms ofthe license agreement, Lilly granted us an exclusive license for the right to develop, market, promote and commercialize Adcirca for
the treatment ofpulmonary hypertension in the United States. We agreed to pay Lilly royalties based on our net pmduct sales of Adcirca. Lilly retained the
exclusive rights to develop, manufacture and commercialize pharmaceutical products containing tadalafil, the active phamlaceutical ingredient in Adcirca,
forthe treatment ofpulmonary hypertension outside ofthe United States and fbrthe treatment ofother diseases worldwide. Lilly retained authority for all
regulatory activities with respect to Adcirca and for setting the wholesale price ofAdcirca, which has been and is expected to continue to be at price parity
with Cialis®. In May 2017, we amended our license agreement with Lilly relating to Adcirca, in order to clarify and extend the term of the agreement and to
amend the economic terms of the agreement following a patent expiry in November 201 7. For additional discussion, refer to ourAdcr'rca product description
contained in Part I. Item I—Basiness Overview—Products to Treat Pulmonary Arterial Hyper-remit)».

Manufacturing and Supply Agreerrrent

Under the terms ofthe manufacturing and supply agreement, Lilly agreed to manufacture Adcirca and distribute it on our behalfvia its pharmaceutical
wholesalernetwork, in the same manner that it distributes its own pharmaceutical products. Under the terms ofthis agreement, we take title to Adcirca upon
its manufacture by Lilly. Adcirca is shipped to customers, generally pharmaceutical wholesalers, in accordance with customers' purchase orders received by
Lilly. Lilly invoices and collects amounts due from the customer subject to customary discounts and rebates, ifany, and remits the net collections to us.
Although Lilly is providing these services on ourbehalf, we maintain the risk ofloss as it pertains to inventory. product returns and nonpayment ofsales
invoices. The manufacturing and supply agreement will continue in efi'ect until expiration or termination of the license agreement.

We also agreed to purchase Adeirca at a fixed manufacturing cost. The agreement provides a mechanism, generally related to the increase in the national
cost ofpharmaceutical manufacturing, pursuant to which Lilly may raise the manufacturing cost of Adcirca.

Uniruxr'n Proprietary Rights and Regulatory Exclasr'w'ry

We have orphan drug exclusivity in the United States forUnituxin, expiring March 2022, which precludes the FDA from approving any application to
market the same drug for the same indication, except in limited circumstances. In addition, approval ofour BLA conferred a 12-year exclusivity period
through March 202?, during which the FDA may not approve a biosimilar for Unituxin. Undera non-exclusive license agreement with The Scripps Research
Institute, we pay a royalty ofone percent ofnet Unituxin sales.

Medtronic Agreement

We are collaborating with Medtronic under an exclusive agreement to develop and commercialize Medtronic's proprietary intravascular infirsion
catheter foruse with Medtronic‘s SynchroMed II implantable infusion pump and related infusion system components (together referred to as the Implantable
System for Remodulin} to deliver Remodulin for the treatment ofPAH in the United States, United Kingdom, Canada, France, Gemlany, Italy and Japan.
Under our agreement, we have been working together at our expense to develop the Implantable System for Remodulin, conduct a clinical trial {which was
completed in 20 13} and obtain regulatory approval. If this development program is successfiil, our agreement provides that, upon commercial ization, we will
purchase infusion pumps and supplies from Medtronic and will also pay a ten percent royalty to Medtronic based on net product sales ofRemodulin for use
in the Implantable System for Remodulin within the exclusive territories, subject to certain adjustments specified in the agreement. The Implantable System
for
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Remodulin will be exclusive to Remodulin so long as we purchase a minimum percentage ofour annual requirement for implantable pump systems fi‘om
Medtronic. We will be solely responsible for all marketing and promotion ofthe Implantable System for Remodulin for the treatment ofPAH in the exclusive
territories. Our agreement with Medtronic expires on a country-by-country basis upon the later often years from first commercial sale in the relevant country,
orten years afterwe no longer have a valid patent claim covering the use ofRemodulin to treat PAH in such country. Either party may terminate the
agreement immediately for safety, quality or regulatory concerns, in the event ofthe other party's banknrptcy or insolvency, or in the case ofa material breach
by the other party that remains uncured following the relevant cure period. in addition, either party may terminate the agreement without cause on one year's
notice to the other party.

Esubemprosr and {he Tomy Amended License Agreement

In 2000, we licensed from Toray Industries, Inc. (Toray) the exclusive right to develop and market beraprost for cardiovascular indications. Beraprost is a
chemically stable oral prostacyclin analogue in a sustained release formulation, which is approved to treat PAH in Japan and certain other countries. This
license gives us exclusive rights to develop beraprost and its variants (including esuberaprost) throughout North America, Europe, and certain other
territories. We are currently developing esuberaprost under this license agreement in combination with Tyvaso.

Pursuant to a 2001If amendment to our license agreement with Toray, we issued 200,000 shares ofour common stock to Toray. Toray has the right to
request that we repurchase these shares {which have since split into 400,000 shares) upon 30 days prior written notice at the price of$2?.21 pershare. The
200'? amendment also provided for certain milestone payments during the development period and upon receipt of regulatory approval for beraprost in the
United States orthe EU.

In 20] l, we amended our license agreement with Toray to reduce the royalty rates in exchange for a total of$50.0 million in equal, non-refundable
payments to Toray overthe five-year period ending in 2015. As ofDecember 31, 2015, this obligation was fully satisfied. Toray has the right to terminate the
license agreement in the event ofa change ofcontrol ofour company under certain circumstances.

In March 201 Y, we amended our license agreement with Toray to further reduce the royalty rate to single digits in exchange for contingent milestone
payments in the event that we do not achieve certain clinical and regulatory events by certain dates. In addition, Toray granted us sole manufacturing rights
for commercial esuberaprost.

In 201 i, the FDA granted orphan designation for esuberaprost for treatment ofPAH. Thus, the FDA should grant orphan drug exclusivity ifesuberaprost
is approved; such exclusivity will extend forseven years from approval.

DEKA Agreement

in December 20 l 4, we entered into an exclusive agreement with DEKA to develop a pre-filled, semi-disposable system for subcutaneous delivery of
Remodulin, which we refer to as RemUnity. Under the terms ofthe agreement, we are fimding the development costs related to the semi-disposable system
and will pay product fees and a single-digit royalty to DEKAbased on commercial sales ofthe system and the Remodulin sold for use with the system. Our
agreement with DEKA expires on the last to occur of twenty-five years from the first product launch under the agreement, or upon the expiration of the last
valid claim ofa patent licensed fi‘om DEKA underthe agreement that covers the RemUnity system, Either party may terminate the agreement immediately
upon a material breach by the other party that is uncured following the relevant cure period, orin the event of the other party's bankruptcy or insolvency.
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We are party to various other license agreements relating to therapies and technologies under development. These license agreements require us to make
payments based on a percentage ofsales ifwe are successful in commercially developing these therapies, and may require other payments upon the
achievement ofcertain milestones.

Manufacturing and Supply

We manufacture our primary supply of Remodulin, Tyvaso, Orenitrarn and Unituxin at our own facilities. In particular, we synthesize treprostinil, the
active ingredient in Remodulin and Tyvaso, and treprostinil diolantine, the active ingredient in Orenitram, at our facility in Silver Spring, Maryland. We also
produce dinutuximab, the active ingredient in Unituxin, at our Silver Spring facility. We also manufacture finished Tyvaso, Remodulin, and Unituxin at our
Silver Spring facility. We manufacture Orenitram and we package, warehouse and distribute Remodulin, Tyvaso, Orenitrant and Unituxin at our facility in
Research Triangle Park, North Carolina.

We maintain a two-year inventory ofRemodulin, Tyvaso and Orenitram based on expected demand, and we contract with third-party contract
manufacturers to supplement our capacity, in order to mitigate the risk that we might not be able to manufacture sufficient quantities to meet patient demand.
For example, Baxter Pharmaceutical Solutions, LLC is approved by the FDA, the EMA and various other international regulatory agencies to manufacture
Remodulin for us. We rely on Catalent Pharma Solutions, Inc. to serve as an additional manufacturer ofTyvaso, and we rely entirely on Minnetronix Inc. to
manufacture the nebulizer used in our Tyvaso Inhalation System. We are working to obtain FDA approval ofa third-party contract manufacturer to serve as an
additional manufacturer offinished Unituxin drug product, and are constructing an additional facility to increase our manufacturing capacity for
dinutuximab, the active ingredient in Unituxin. We have no plans to develop a redundant manufacturing source for Orenitram.

Although we believe that additional third parties could provide similar products, services and materials, there are few companies that could replace our
existing third-party manufacturers and suppliers. A change in supplier or manufacturer could cause a delay in the manufacturing, distribution and research
efforts associated with our respective products or result in increased costs. See also Item IA—Rr'sk Factors included in this Report.

Competition

Many drug companies engage in research and development to commercialize products to treat cardiovascular diseases and cancer. For the treatment of
PAH, we compete with many approved products in the United States and the rest of the world, including the following:

o
Fioian. Veletrr' and generic epoprosrenol. Flolan (epoprostenoi) is a prostacyclin that is delivered by intravenous infusion. Glaxo began
marketing Flolan in the United States in 1996. In 2008, the FDA approved Teva's version ofgeneric epoprostenol for the treatment ofPAH. In
2010, Actelion (which was acquired by Johnson & Johnson in 2017)commenced sales ofVeletri, which is another version of intravenous
epoprostenol;

- Ventavr's and Homedin®. Approved in 2004 in the United States and in 2003 in Europe, Ventavis (iloprost) is an inhaled prostacyclin
analogue. Ventavis is currently marketed by Actelion in the United States and by Bayer Schering Pharma AG (Bayer) in Europe. Ilopr'ost is
also marketed by Bayer in certain countries outside the United States in an intravenous form known as l]omedin;

° Tracieev®. Tracleer (bosentan), an oral ETRA therapy for the treatment of PAH, was approved in 200] in the United States and in 2002 in
Europe. Tracleer is marketed worldwide by Actelion.
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We anticipate generic bosentan will be launched in the United States during the 2018-2020 timeframe. Generic bosentan is already available
in other countries;

Lerairt‘s. Approved in 200? in the United States, Letairis {ambrisentan} is an oral ETRA therapy marketed by Gilead for the treatment ofPAH.
In 2008, Glaxo received marketing authorization fi'orn the EMA for Letairis in Europe. where it is known as Volibris®. In 2015, Gilead
announced the positive results of the AMBITION study ofambrisentan and tadalafil as an up—fi‘ont combination therapy for PAH, which we
believe has driven increased use of Letairis and Adcirca. We expect generic ambrisentan will be launched in the United States in 2018;

Reverie and generic silderrafil citrate. Approved in 2005 in the United States. Revatio (sildenafil citrate) is an oral PDE-S inhibitor therapy
marketed by Pfizer. Revatio contains sildenafil citrate, the same active ingredient as Viagra. In 2012, several companies began marketing
generic formulations ofsildenafil citrate;

Qosumr'ttg‘t. Approved in 2013 in both the United States and in the EU, Opsumit (macitentan) is an oral ETRA therapy marketed by Actelion for
the treatment ofPAH;

Adempas®. Approved in 2013 in the United States and 2014 in the EU, Adempas {riociguat} is a sGC stimulator, which targets a similar
vasodilatory pathway as PDE-S inhibitors and is approved for chronic thromboembolic pulmonary hypertension and PAH. Adempas is an oral
therapy marketed by Bayer; and

Uprmvi®. Approved in the United States in December 2015 and by the EMA in May 2016, Uptravi (selexipag) is an oral IP prostacyclin
receptor agonist marketed by Actelion. Actelion also has applications pending in various otherjurisdictions. Uph'avi is also marketed in Japan
by Nippon Shinyaku Co., Ltd.

There are also a variety of investigational PAH therapies in the later stages ofdevelopment, including the following:

Ralr‘nepag, an oral [P prostacyclin receptor agonist being developed by Arena Pharmaceuticals, Inc. (Arena). Arena reported positive phase H
results for ralinepag in patients with PAH in July 2017, and is currently planning a phase III study;

Trevyenr, a formulation of treprostinil being developed by SteadyMed to treat PAH using SteadyMed‘s pie—filled, disposable PatchPump
technology. SteadyMed received a refusal to file letter from the FDA in August 2017, and has indicated it plans to resubmit its NDA by the end
of2018;

Bardoxolone, an oral therapy being developed by Reata Pharmaceuticals, Inc. for treatment ofPAH associated with connective tissue disease.
Reata is enrolling patients in a phase [[1 clinical trial, with data expected during the second halfof2018;

£19861, a powder formulation of treprostinil designed for deepntung delivery using a disposable, dry powder inhaler being developed by
Liquidia Technologies Inc., which announced commencement ofa phase l'l'l study in PAH patients in January 2018;

CAM2043, a liquid crystal gel formulation of treprostinil being developed as a once-weekly subcutaneous depot injection for PAH by
Camurus AB. Camarus announced the commencement ofa phase I clinical study in December 2017;

Treprosrt‘nit' Technosphere®, an inhaled, dry powder formulation oftreprostinil being developed for PAH by MannKind Corporation, which
has announced the filing ofan investigational new drug application for a phase I clinical study it plans to commence in 2018; and
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‘ INS} 009, an inhaled nanoparticle formulation ofa treprostinii prodrug being developed by Insmcd Incorporated for PAH. Insured announced
the completion ofa phase I study in September2016.

Ora] non-prostacyclin therapies (such as PDE-S inhibitors and ETRAs) are commonly prescribed as first-line treatments for the least severely ill PAH
patients (fiinctional class H patients}. As patients progress in their disease severity (fimctional classes 1]] and IV}, less convenient approved therapies, such as
inhaled prostacyclin analogues (such as Tyvaso) or infirsed prostacyclin analogues (such as Remodulin) are commonly added. Orenitrarn was the first
approved oral prostacyclin-class therapy for PAH in the United States, and offers a less invasive and more convenient alternative therapy to Remodulin and
Tyvaso. The use of available oral therapies could delay many patients‘ need for inhaled or infirsed prostacyclin therapy. As a result, the availability oforal
therapies affects demand for our inhaled and infused products.

Orenitram faces direct competition from Uptravi, which is indicated to deiay disease progression and reduce the risk ofhospitalization for PAH. As a
result, many physicians may choose to prescribe Uptravi instead ofOrenitram, which is indicated to improve exercise capacity. As noted above, however,
Uptravi is an oral [P prostacyclin receptor agonist. While prostacyclin analogues such as Orenitram broadly mimic the effect ofprostacyclin, [P prostacyclin
receptor agonists bind selectively to the [P receptor, one ofseveral prostacyclin receptors. In addition, Orenitrarzr's label allows physicians flexibility to titrate
each patient's dosing up to a level according to tolerability, without any stated maximum. By contrast, Uptravi's label limits uptitration to a specific
maximum dose. Given the progressive nature of PAH, we believe many patients will initiate Orenitram or another one ofour treprostinil-based therapies after
their disease progresses on Uptravi.

We will also face competition from generic pharmaceutical companies in the future. For example, we have settled litigation with four generic drug
companies permitting them to launch generic versions ofRemodulin in 2018. We also settled litigation with Actavis permitting it to launch a generic version
ofOrenitram in June 2027. We are also engaged in litigation with a generic company seeking to launch a generic version Tyvaso. For details regarding these
and other potential generic competitors, see the section above entitled Patents and Other Proprietary Rights. Strategic Licenses and Market Exclusivtty—
Generic Competition.

Unituxin may face competition fi'orrr dinutuximab beta, a similar antibody product developed by Apeiron Biologics AG that is already approved in
Europe to treat high-risk neuroblastoma. In October2016, EUSA Pharnra (UK) Ltd. announced it had acquired global commercialization rights to
dinutuximab beta, and plans to file forFDA approval in 2018.

We compete with the developers, manufacturers and distributors ofall ofthe products noted above for customers, funding, access to licenses, personnel,
third—party collaborators, product development and commercialization. Many ofthese companies have substantially greater financial, marketing, sales,
distribution and technical resources, and more experience in research and development, product development. manufacturing and marketing, clinical trials
and regulatory matters, than we have.

Governmental Regulation

Pharmaceutical Product Approval Process

The research, development, testing, manufacture, promotion, marketing, distribution, sampling, storage, approval, labeling, record keeping, post—
approval monitoring and reporting, and import and export ofpharrnaceutical products are extensively regulated by governmental agencies in the United
States and in other countries. In the United States, failure to comply with requirements under the Federal Food, Drug, and Cosmetic Act (FDC Act}, the Public
Health Service Act (PHSA), and other federal statutes and regulations, may subject a company to a variety ofadministrative or judicial

23

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, |PR2017-01621

Page 24 of 213



Table ofContents

sanctions, such as FDA refirsal to approve pending NDAs or BLAs, warning ietters, product recalls, product seizures, total or partial suspension of
manufacturing or distribution, injunctions, fines, civil penalties, and criminal prosecution.

Satisfaction of FDA prenmarket approval requirements is extremely costly and typically takes many years. The actual cost and time required may vary
substantially based upon the type, complexity and novelty ofthe product ordisease. Drugs are subject to rigorous regulation by the FDA in the United States,
the EMA in the EU and similar regulatory authorities in other countries. The steps ordinarily required before a new drug may be marketed in the United
States, which are similar to steps required in most other countries, include: (] )preclinical testing; (2) submission to the FDA of an investigational new drug
application (IND); (3) clinical studies, including well-control led clinicai trials, in healthy volunteers and patients to establish safety, efficacy and dose
response characteristics foreach drug indication; (4) submission ofan NDA to the FDA; and (5) FDA review and approval ofthe NDA.

Preclinical Testing

Preclinical tests include laboratory evaluation ofproduct chemistry and formulation, as well as animal studies to explore toxicity and fbrproof-of-
concept. The conduct of the preclinical tests must comply with federal regulations and requirements including good laboratory practices.

Submission (3me

The results ofpreclinical testing are submitted to the FDA as part ofan lND, along with other information including information about product
chemistry, manufacturing and controls and a proposed clinical trial protocol. Absent FDA obj ection within 30 days after submission ofan IND, the IND
becomes effective and the clinical trial proposed in the 1ND may begin.

Clinical Studies

Clinical trials involve the administration ofthe investigational new drug to healthy volunteers or patients under the supervision ofa qualified
investigator. Clinical trials must be conducted: (1) in compliance with federal regulations; (2] in compliance with good clinical practices (GCP), an
international standard meant to protect the rights and health ofpatients and to define the roles ofclinical trial sponsors, administrators, and monitors; and
{3) underprotocols detailing the objectives ofthe trial, the parameters to be used in monitoring safety and the criteria to be evaluated. Each protocol
involving testing on U.S. patients and subsequent protocol amendments must be submitted to the FDA as part of the 1ND.

The FDA may order the temporary orpeimanent discontinuation ofa clinical trial at any time orimpose other sanctions ifit believes that the clinical trial
is not being conducted in accordance with FDA requirements or presents an unacceptable risk to the clinical trial patients. The study protocol and informed
consent information for patients in clinical trials must also be approved by an institutional review board (IRB). An lRB may also require the clinical uial at a
site to be halted temporarily or permanently for failure to comply with the [RB's requirements, or may impose other conditions.

Clinical trials in support of an NDA typically are conducted in sequential phases, but the phases may overlap.

' Phasel involves the initial introduction ofthe drug into healthy human subjects or patients to assess metabolism, pharmacokinetics,
pharmacological actions, side effects associated with increasing doses, and, ifpossible, early evidence on efi'ectiveness.

' Phase II usually involves studies in a limited patient population to assess the efficacy of the drug in specific, targeted indications, explore
tolerance and optimal dosage, and identify possible adverse effects and safety risks.
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' Phase III trials, also called pivotal studies, major studies or advanced clinical trials, demonstrate clinical efficacy and safety in a larger number
ofpatients, typically at geographically diverse clinical study sites, and permit the FDA to evaluate the overall benefit-risk relationship ofthe
drug and provide adequate information for drug labeling.

* Phase IV studies are often conducted following marketing approvai, in orderto meet regulatory requirements orto provide additional data
relating to drug use.

FDA Approvo 1' Process

After successful completion ofthe required clinical testing, an NDA is typically submitted to the FDA in the United States, and an MAA is typically
submitted to the EMA in the EU. FDA approval of the NDA is required before the product may be marketed in the United States. The NBA must include the
results ofall preclinical, clinical and other testing and a compilation ofdata relating to the product's pharmacology, chemistry, manufacture, and controls.

The FDA has 60 days from its receipt ofan NDA to determine whether the application will be accepted for filing. lfthe FDA determines that the
application is not sufficiently complete to permit substantive review, it may request additional information and decline to accept the application for filing
until the information is provided. Once the submission is accepted for filing, the FDA begins an in-depth review. The FDA has agreed to certain performance
goals in the review ofNDAs. Most applications for non~priority drugs are reviewed within ten to twelve months. Special pathways, including "accelerated
approval," "fast track" status, "breakthrough therapy“ status and "priority review" status are granted for certain drugs that offer major advances in treatment, or
provide a treatment where no adequate therapy exists. These special pathways can significantly reduce the time it takes for the FDA to review a NDA, but do
not guarantee that a product will receive FDA approval.

The FDA may refer applications for novel pharmaceutical products or phan'naceutical products that present di fi'rcult q uestions ofsafety or efficacy to an
advisory committee, typically a panel that includes clinicians and other experts, for review, evaluation and a recommendation as to whether the application
should be approved. The FDA is not bound by the reconn'nendation ofan advisory committee, but it generally follows such recommendations. During the
review process, the FDA also reviews the drug‘s product labeling to ensure that appropriate information is communicated to health care professionals and
consumers. In addition, before approving an NBA, the FDA will typically inspect one or more clinical sites to assure compliance with GCP and the facility or
the facilities at which the drug is manufactured to ensure they are in compliance with the FDA's current Good Manufacturing Practices (cGMP).

After the FDA evaluates the NDA and the manufacturing facilities, the FDA may issue either an approval letter or a complete response letter, which
generally outlines the deficiencies in the submission and may require substantial additional testing or information in order for the FDA to reconsider the
application. Ifand when those conditions have been addressed to the FDA's satisfaction in a resubmission of the NDA, the FDA will issue an approval letter.
The FDA has committed to reviewing such resubmissions in two or six months depending on the type ofinforrnation included. Even afier a tesubrnission, the
FDA may decide that the application does not satisfy the regulatory criteria for approval.

Post—Approval Regulatory Requirements

Once an NDA is approved, the product is subject to continuing regulation. For instance, pharmaceutical products may be marketed only for their
approved indications and in accordance with the provisions oftheir approved labeling. The FDA closely regulates the post-approval marketing, labeling and
advertising ofprescription drugs, including direct—to-consurneradvertising, offniabel promotion, industry-sponsored scientific and educational activities and
promotional activities involving the internet.
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Adverse event reporting and submission ofperiodic reports continue to be required following FDA approval ofan NDA. In addition, as a condition of
NBA approval, the FDA may require post-marketing testing, including phase IV clinical studies, andlora risk evaluation and mitigation strategy (REMS) to
help ensure that the benefits ofthe drug outweigh the potential risks. A REMS can include medication guides, communication plans for healthcare
professionals, special training or certification for prescribing ordispensing,dispensing only undercertain circumstances, special monitoring, and the use of
patient registries. Additionally, quality control as well as drug manufacture, packaging, and labeling procedures must continue to conform to cGMP
requirements. Manufacturing facilities are subject to continual review and periodic inspections by the FDA and certain state agencies.

Regulatory authorities may withdraw product approvals or request product recalls its company fails to comply with regulatory standards or ifpreviously
unrecognized problems are subsequently discovered. Discovery ofpreviously unknown problems with a product, including adverse events or problems with
manufacturing processes ofunanticipated severity or frequency, or failure to comply with regulatory requirements, may also result in (l ) revisions to the
approved labeling; (2) imposition ofpost-market studies or clinical trials to assess new safety risks; or (3) imposition ofdistribution or other restiictions
under a REMS program. Other potential consequences include: (1 ) restrictions on the marketing or manufacturing of the product; (2) fines, warning letters or
holds on post-approval clinical trials; {3) refusal ofthe FDA to approve pending NDAs or supplements to approved NDAS, or suspension or revocation of
product license approvals; (4) product seizure or detention, or refusal to permit the import orexport ofproducts; or (5] injunctions orthe imposition ofcivil
orcrirninal penalties.

Approval okaanges to an Approved Product

Certain changes to the conditions established in an approved application, including changes in indications, labeling, equipment, or manufacturing
processes or facilities, require submission and FDA approval ofan NBA or NDA supplement before the change can be implemented. An NDA supplement for
a new indication typically requires clinical data similar to that in the original application, and the FDA uses the same procedures and actions in reviewing
supplements as it does in reviewing N'DAs.

Orphan Drugs

Under the Orphan Drug Act, an applicant can request the FDA to designate a product as an "orphan drug" in the United States if the drug is intended to
treat a rare disease or condition affecting fewer than 200,000 people in the United States. Orphan drug designation must be requested before submitting an
NBA or BLA. Orphan drug designation does not convey any advantage in, or shorten the duration of, the regulatory review and approval process. The first
NDA or BLA applicant to receive orphan drug designation and FDA approval for a particular active ingredient to treat a particular disease via a particular
delivery method is entitled to a seven-year exclusive marketing peliod in the United States. During the seven-yearperiod, the FDA may not approve any
other application to market the same drug for the same disease, except in limited circumstances such as a showing ofclinical superiority to the product with
orphan drug exclusivity, meaning that it has greater eflectiveness or safety, or provides a major contribution to patient care (such as a change in delivery
system). Orphan drug exclusivity does not prevent the FDA fi'om approving a different drug for the same disease or condition, or the same drug for a different
disease orcondition. The 2 lst Century Cures Act {Cures Act), which became law in December2016, expanded the types ofstudies that qualify for orphan
drug grants. Orphan drug designation also may qualify an applicant for federal tax credits relating to research and development costs.
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Patent Term and Regulatory Exciusr'vr‘ty

In I984, the Hatch-Waxman Act created a faster approval process for generic drugs, called the ANDA. Generally, an ANDA provides for marketing ofa
dmg product that has the same active ingredients in the same strength(s), route ofadministration. and dosage form as an approved drug and has been shown
through bioequivalence testing to be therapeutically equivalent to the approved drug. ANDA applicants are not required to conduct or submit results of
preclinical or clinical tests to prove the safety or effectiveness oftheir drug product, otherthan the requirement forbioequivalence testing. Drugs approved in
this way are commonly referred to as "generic equivalents" to the approved drug. and can often be substituted by pharmacists under prescriptions written for
the original approved drug.

NDA applicants are required to identify each patent whose claims cover the product or FDA-approved method ofusing the product. Upon product
approval, these patents are listed in the FDA‘s Approved Drug Products with Therapeutic Equivalence Evaluations, commonly known as the Orange Book.
Every ANDA applicant must certify to the FDA that {l} the required information for the original product was not filed or (2} every patent listed for the
approved product in the Orange Book is either (a) expired or will expire on a particular date and approval is sought after patent expiration or {b} invalid or
will not be infi‘inged by the new product. A certification that the new product wilt not infi'inge the already approved product's listed patents or that such
patents are invalid is called a Paragraph IV certification. If the applicant does not challenge the listed patents, the ANDA application will not be approved
until all the listed patents claiming the referenced product have expired. Altematively, fora patent covering an approved indication, an ANDA applicant may
submit a statement to the FDA that the company is not seeking approval forthe covered indication.

If the ANDA applicant has submitted a Paragraph IV certification to the FDA, the applicant must also send notice of the Paragraph IV certification to the
NBA and patent holders once the ANDA has been accepted for filing by the FDA The NDA and patent holders may then initiate a patent infringement
lawsuit in response to the notice ofthe Paragraph IV certification. The filing ofa patent infringement lawsuit within 45 days ofthe receipt ofa Paragraph W
certification automatically prevents the FDA from approving the ANDA until the ear‘lierof30 months, expiration ofthe patent, settlement ofthe lawsuit ora
decision in the in fi‘ingement case that is favorable to the ANDA applicant.

The Hatch-Waxman Act also provides that patent terms may be extended to compensate for some of the patent life that is lost during the FDA regulatory
review period fora product. This extension period is generally one-halfof the time between the effective date of an IND and the submission date ofan NBA,
plus all of the time between the submission date ofan NBA and its approval, subject to a maximum extension offive years. Similar patent term extensions are
available under European laws.

An ANDA application also will not be approved until any non—patent exclusivity, such as exclusivity for obtaining approval ofan NDA for a new
chemical entity, has expired. Federal law provides a period offive years following approval ofa drug containing no previously approved active ingredient,
during which ANDAs for generic versions of those drugs cannot be submitted unless the submission contains a Paragraph IV certification, in which case the
submission may be made fouryears following the original product approval. Following approval ofan application to market a drug that contains previously
approved active ingredients in a new dosage form, route ofadministration or combination, or fora new condition ofuse that was required to be supported by
new clinical trials conducted by or for the sponsor, the FDC Act provides three years ofexclusivity during which the FDA cannot grant effective approval of
an ANDA for such new condition ofuse, dosage form or strength that meets certain statutory requirements,

Section 505 (10(2) New Drug Applications

Most drug products (other than biological products) obtain FDA marketing approval pursuant to an NBA submitted under Section 505 (b)(l ) of the FDC
Act, oran ANDA. Athird alternative is a
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special type ofNDA submitted under Section 505(b)(2) ofthe FDC Act, commonly referred to as a Section 505(b)(2) NDA, which enables the applicant to
rely, in part, on the FDA's finding ofsafcty and efficacy data for an existing product, orpublished literature. in support ofits application.

Section 505(b)(2] NDAs may provide an alternate path to FDA approval for new or improved formulations or new uses ofprev iously approved products.
Section 505(b)(2) permits the filing ofan NBA in which the applicant relies, at least in part, on information fiom studies made to show whether a drug is safe
oreffective that were not conducted by or for the applicant and for which the applicant has not obtained a right ofreference or use. A Section 505(b)(2)
applicant may eliminate the need to conduct certain preclinical or clinical studies, if it can establish that reliance on studies conducted fora previously—
approved product is scientifically appropriate. The FDA may also require companies to perform additional studies or measurements to support the change
fiom the approved product. The FDA may then approve the new product candidate for all or some ofthe labeled indications for which the referenced product
has been approved, as well as forany new indication for which the Section 505(b)(2) NDA applicant has submitted data.

To the extent that the Section 505(b)(2) applicant relies on prior FDA findings ofsafety and efficacy, the applicant is required to certify to the FDA
concerning any patents listed for the previously approved product in the Orange Book to the same extent that an ANDA applicant would. Thus, approval ofa
Section 505 (10(2) NDA can be delayed until all the listed patents claiming the referenced product have expired, until any non-patent exclusivity, such as
exclusivity for obtaining approval ofa new active ingredient, listed in the Orange Book for the referenced product has expired, and, in the case ofa
Paragraph IV certification and subsequent patent infringement suit, until the earlier of30 months, settlement ofthe lawsuit ora decision in the infringement
case that is favorable to the Section 505(b)(2) applicant.

Marketing Pharmaceutical Products Outside the United States

Outside of the United States, our ability to market our products is also contingent upon receiving marketing authorizations from regulatory authorities.
The foreign regulatory approval process may include some or all ofthe risks associated with the FDA review and approval process set forth above, and the
requirements governing the conduct ofclinical trials and marketing authorization vary widely fi'om country to country.

Biofogics

Biological products used for the prevention, treatment, orcure ofa disease, orcondition, ofa human being are subject to regulation under the FDC Act
and the PHSA. Biological products are approved for marketing via a BLA that follows an application process and carries approval requirements that are very
similar to those forNDAs. To help reduce the increased risk ofthe introduction ofadventitious agents, the PHSA emphasizes the importance of
manufacturing control for products whose attributes cannot be precisely defined. The PHSA also provides authority to the FDA to immediately suspend
licenses in situations where there is a danger to public health, to prepare or procure products in the event ofshortages and critical public health needs, and to
authorize the creation and enforcement of regulations to prevent the introduction, or spread, ofcommunicable diseases in the United States.

After a BLA is approved, the product may also be sub}ect to official lot release, meaning the manufacturerrnust submit samples ofeach lot ofproduct to
the FDA together with a release protocol showing a summary of the history of manufacture of the lot and the results of all of the manufacturer’s tests
performed on the lot. The FDA may also perform certain confirmatory tests on lots ofsome products, such as viral vaccines, before releasing the lots for
distlibution by the manufacturer. As with
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dnigs, after approval ofbiologics, manufacturers must address any safety issues that arise, are subject to recalls or a halt in manufacturing, and are subject to
periodic inspection after approval.

The Biologics Price Competition and Innovation Act of2009, or BPCI Act, created an abbreviated approval pathway for biological products shown to be
"biosimilar" to an FDA-licensed reference biological product to minimize duplicative testing. Biosimilarity requires the absence ofclinically meaningful
differences between the biological product and the reference product in terms ofsafety, purity, and potency, which, absent a waiver, must be shown through
analytical studies, animal studies, and at least one clinical study. Intricacies associated with the larger, and often more complex, structures ofbiological
products, as well as the processes by which such products are manufactured, pose significant hurdles to implementation that are still being addressed by the
FDA.

A reference biologic is granted twelve years ofexclusivity from the time offirst iicensure ofthe reference product. The first biologic product submitted
under the abbreviated approval pathway that is approved as a biosimilar and also meets additional standards for interchangeability with the reference
product, has exclusivity against other biologics submitted under the abbreviated approval pathway fora set period.

Because biologically sourced raw materials are subject to unique contamination risks, their use may be restricted in some countries.

Cell-mid Tissue-Based Products

Manufacturers ofcell and tissue based products must comply with the FDA's current good tissue practices (cGTP), which are FDA regulations that govem
the methods used in, and the facilities and controls used for, the manufacture ofsuch products. The primary intent ofthe cGTP requirements is to ensure that
cell and tissue based products are manufactured in a manner designed to prevent the introduction, transmission and spread ofcommunicable diseases. Cell
and tissue based products may also be subject to the same approval standards, including demonstration ofsafety and efficacy, as other biologic and drug
products, ifthey meet certain criteria such as ifthe cells or tissues are more than minimally manipulated or ifthey are intended for a non-homologous use (a
use different from the cell‘s origin).

The Cures Act established a new FDA Office ofTissues and Advanced Therapies and Regenerative Advanced Therapy (RAT) designation, which makes a
product eligible for FDA priority review and accelerated approval. Therapies that are eligible forRAT designation include cell therapies, therapeutic tissue
engineering products, human cell and tissue products, or any combination product using these therapies, with certain exceptions. For RAT designation, the
product also must be intended to treat, modify, reverse, or cure a serious or life-threatening disease or condition, and the preliminary clinical evidence must
indicate that the product has the potential to address unmet medical needs for the disease or condition.

LES. Regulation ofMedt'cot Devices

Medical devices may also be subject to FDA approval and extensive regulation under the FDC Act. Medical devices are classified into one of three
classes: Class 1, Class H, or Class l]'[. A higher class indicates a greater degree of risk associated with the device and a greater amount of control needed to
ensure safety and effectiveness.

All devices, unless exempt by FDA regulation, must adhere to a set ofgeneral controls, including compliance with the applicable portions ofthe FDA's
Quality System Regulation (QSR), which sets forth good manufacturing practice requirements; facility registration and product listing; reporting ofadverse
medical events; truthful and non-misleading labeling: and promotion ofthe device consistent with its cleared or approved intended uses. Class II and III
devices are subject to additional special
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controls and may require FDA clearance ofa premarket notification (5 l 000) orapproval ofa premarket approval application.

Most Class I devices are exempt from FDA premarket review or approval. Ciass II devices, with some exceptions, must be “cleared“ by the FDA through
the 510(k) process, which requires a company to show that the device is "substantially equivalent" to certain devices already on the market. Class 111 devices,
again with some exceptions, must be approved through a PMA. A PMA generain requires data fi'orn clinical trials that establish the safety and effectiveness
of the device. A 510(k) application also sometimes requires clinical data. The Cures Act requires the FDA to establish a program that would expedite access
to devices that provide more effective treatment or diagnosis of life-threatening or irreversibly debilitating diseases or conditions, for which no approved or
cleared treatment exists or which ofi‘er significant advantages over existing approved orcleared alternatives; in 2017, the FDA published draft guidance on
this "breakthrough" devices pathway.

Clinical trials {or medical devices are subject to similar requirements as those conducting clinical trials with drugs or biologics. Clinical trials involving
significant risk devices (e.g., devices that present a potential for serious risk to the health, safety, or welfare ofhuman subjects) are required to obtain both
FDA ofapproval ofan investigational device exemption (IDE) application and IRB approval before study initiation; clinical trials involving non-significant
risk devices are not required to submit an TDE for FDA approval but must obtain IRB approval before study initiation.

The FDA has broad regulatory and enlbrcement powers with respect to medical devices, similar to those for drugs and biologics. The FDA requires
medical device manufacturers to comply with detailed requirements regarding the design and manufacturing practices, labeling and promotion, record
keeping, and adverse event reporting.

States also impose regulatory requirements on medical device manufacturers and distributors. Failure to comply with the applicable federal or state
requirements could result in, among other things: (1) fines, injunctions, and civil penalties; (2) recall orseizure ofproducts; (3) operating restrictions, partial
suspension or total shutdown ofmanufacturing; (4) refiising requests for approval ofnew products; (5) withdrawing approvals already granted; and
(6) crirni nal prosecution.

The FDA also administers certain controls over the import and export ofmedical devices to and horn the United States. Additionally, each foreign
country subjects medical devices to its own regulatory requirements. In the EU, a single regulatory approval process has been created, and approval is
represented by the CE Mark.

Combination Products

A combination product is a product composed of a combination of two or more FDA-regulated product components or products, e.g., drug-device or
devicenbiologic. A combination product can take a variety offorrns, such as a single entity made by physically or chemically combining components, or a
single unit made ofseparately packaged products. Each combination product is assigned a lead FDA Center, which has jurisdiction for the premarket review
and regulation, based on which constituent part of the combination product provides the primary mode ofaction, i.e., the mode of action expected to make
the greatest contribution to the overall intended therapeutic effect of the product. Ifthe classification as a combination product or the lead Center assignment
is unclearor in dispute, a sponsor may request a meeting submit a Request for Designation (RFD), and the FDA will issue a designation letter within 60
calendar days of the filing of the RFD. Depending on the type ofcombination product, the FDA may require a single application for approval, clearance, or
licensure of the combination product, or separate applications for the constituent parts. During the review ofmarketing applications, the lead Center may
consult or collaborate with other FDA Centers. In 201?, the FDA released finai documents addressing the application ofcGMP requirements and
classification issues relating to combination products.
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The Cures Act sets forth a number of provisions pertaining to combination products, such as procedures for negotiating disagreements between sponsors
and FDA and requirements intended to streamline FDA premarket reviews ofcombination products that contain an alreadyapproved component. For drug~
device combination products. comprised ofan FDA-approved drug and device primary mode ofaction, the Cures Act applies Hatch Waxman requirements to
the premarket review process such that a patent dispute regarding the listed drug may result in the delay ofthe 5 10(k} clearance or PMA approval of the
combination product. Furthermore. the Cures Act applies exclusivity provisions (e.g., new chemical entity and orphan drug exclusivities) to the device
clearance and approval process for combination products with a device primary mode ofaction.

Government Reimbursement ofPharmac-euricni Products

In the United States, many independent third-party health plans, and government health care programs, pay for patient use of our commercial products.
Medicare is the federal program that provides health care benefits to senior citizens and certain disabled and chronically ill persons. Medicaid is the federal
programjointly fimded and administered by the states to provide health care benefits to participants who qualify based on income. Unituxin is administered
entirely as an in-patient therapy and would typically be reimbursed under Medicare Part A, which covers inpatient hospital benefits. However, because
Unituxin is indicated for treatment of a pediatric cancer, Medicare beneficiaries are unlikely to receive this treatment. Remodulin and Tyvaso are reimbursed
by the Medicare Part B program, which covers physician services and outpatient care. The Medicare Part B contractors who administer the program provide
reimbursement for Remodulin and Tyvaso according to statutory guidelines. As a condition of the inclusion of Adcirca and Orenitram in the Medicare Part D
program, which provides a voluntary outpatient prescription drug benefit, we pay rebates to Medicare Part D plan sponsors that reimburse these products.
State Medicaid programs also reimburse the cost ofour commercial products at rates established by statutory guidelines. Because Remodulin, Tyvaso,
Adcirca, Orenitram and Unituxirr are reimbursed by state Medicaid programs, we must pay a rebate to those state Medicaid programs. We are required by
government contract to sell our commercial products under contracts with the Department of Veterans Affairs, Department of Defense, Public Health Service
and numerous other federal agencies as well as certain hospitals that are designated as 3403 covered entities (entities designated by federal programs to
receive drugs at discounted prices) at prices that are significantly below the price we charge to our specialty distributors. These programs and contracts are
highly regulated, are subject to regulatory changes and amendments that we cannot control, and impose restrictions on ourbusiness. Failure to comply with
these regulations and restrictions could result in a loss ofour ability to continue receiving reimbursement for our dmgs, exclusion ofour products fi'orn
reimbursement underthe federal healthcare programs, or debarment, and expose us to liability under federal and state false claims laws. We estimate that
between 40-50 percent ofRemodulin, Tyvaso, Adcirca and Orenitram sales are reimbursed under the Medicare and Medicaid programs.

Ami-Kickback, False Claims Laws and The Prescription Drug Marketing A ct

The federal healthcare program anti»kickback statute prohibits. among otherthings, knowingly and willfully ofi‘ering, paying, soliciting or receiving
remuneration to induce or in return forpurchasing. leasing, ordering or arranging forthe purchase, lease or order of, or refen'ing an individual for the
furnishing of, any healthcare item or service reimbursable under Medicare, Medicaid or other federally financed healthcare programs. This statute has been
interpreted broadly to apply to arrangements between pharmaceutical manufacturers and prescribers, purchasers, formulary managers and others. Violations of
the anti-kickback statute are punishable by imprisonment, criminal fines, civii monetary penalties, exclusion from participation in federal healthcare
programs and liability under the False Claims Act. Although there are a number of statutory exemptions and regulatory safe harbors protecting certain
common activities fi'om prosecution or other regulatory sanctions, the exemptions

3]

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, |PR2017-01621

Page 32 of 213



If to

and safe harbors are drawn narrowly, and practices that involve remuneration intended to induce prescribing, purchases or recommendations may be subject
to scrutiny ifthey do not qualify for an exemption or safe harbor. In addition, although the Office ofInspector General ofthe Department ofHealth and
Human Services (016) issues guidance and advisory opinions regarding compliance with the an ti-kickback statute, and applicable exemptions and safe
harbors, such guidance and opinions may change over time.

The federal False Claims Act prohibits any person fi‘orn, among other things, presenting, or causing to be presented, a false or fi'audulent claim for
payment to the federal government, or making, or causing to be made, a false statement material to a false orfraudulent claim. Many pharn'laceutical and
other healthcare companies have been prosecuted under the False Claims Act for allegedly inflating drug prices they report to pricing services, which in turn
were used by the government to set Medicare and Medicaid reimbursement rates; for allegedly providing fi'ee product to customers with the expectation that
the customers would bill federal programs forthe product; forviolating the anti-kickback laws; and on the basis ofallegations relating to marketing
practices, including offnlabel promotion. The majority ofstates also have statutes or regulations similar to the federal anti-kickback statute and False Claims
Act, which apply to items and services reimbursed under Medicaid and other state programs, or, in several states, apply regardless of the payer. Sanctions
under these federal and state laws may include treble damages, civil penalties, exclusion ofa manufacturer’s products from reimbursement under government
programs, criminal fines, and imprisonment.

We are also subject to numerous other anti-bribery and anti-fraud laws, including the U.S. Foreign Corrupt Practices Act (FCPA), the UK Bribery Act and
the federal Civil Monetary Penalties Law.

As part of the sales and marketing process, pharmaceutical companies frequently provide samples of approved drugs to physicians. The Prescription Drug
Marketing Act (PDMA) imposes requirements and limitations upon the distribution ofdmgs and dmg samples, and prohibits states fiom licensing
distributors ofprescription drugs unless the state licensing program meets certain federal guidelines that include minimum standards for storage and
handling, as well as record keeping requirements for information regarding sample requests and distribution. The PDMA sets forth civil and criminal
penalties forviolations. In addition, PDMA requires manufacturers and distributors to submit similar drug sample information to the FDA.

The Patient Prater-rim: and Afluctuate Care A or of2010 (PPA CA)

The PPACA is intended to expand healthcare coverage within the United States. Several provisions ofthe law, which have varying effective dates, have
impacted us and have increased certain ofour costs. The PPACA imposes an annual fee on pharmaceutical manufacturers, based on the manufacturer's sale of
branded pharmaceuticals and biologics (excluding orphan drugs} to certain U.S. government programs during the preceding year; expands the 34GB drug
discount program (excluding orphan drugs) including the creation ofnew penalties fornon-compliance; includes a 50 percent discount on brand name drugs
for Medicare Part D participants in the coverage gap, or "donut hole"; and revised the definition of"average manufacturer price" for reporting purposes, which
could increase the amount of the Medicaid drug rebates paid to states.

In addition, the PPACA imposes new annual reporting requirements for pharmaceutical, biological and device manufacturers with regard to payments or
other transfers of value made to physicians and teaching hospitals. In addition, pharmaceutical, biological and device manufacturers are required to report
annually investment interests held by physicians and their immediate family members during the preceding calendar year. Many of these laws and
regulations contain ambiguous requirements that have not yet been clarified. Further, the PPACA amends the intent requirement of the federal anti—kickback
and criminal health care fraud statute. A person or entity no longer needs to have actual knowledge of these statutes or specific intent to violate them. In
addition, the government may assert that a claim
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including items or services resulting from a violation ofthe federal anti—kickback statute constitutes a false or fraudulent claim for purposes ofthe False
Claims Act.

In December 20] 7, Congress repealed a PPACA requirement that individuals obtain healthcare insurance coverage or face a penalty, which could
decrease the number of patients who have coverage under health plans that pay for patient use ofour products.

2!st Cemery Cures Aer

The Cures Act, which was signed into law on December 13, 2016, contains a wide range ofprovisions designed to promote clinical research and
streamline and expedite the FDA review and approval process. For exampte, the law clarifies the FDA's authority regarding drugs that target rare diseases, and
broadens the type ofdata and information that may be used to support a drug orbiologic application for a genetically targeted drug or variant protein
targeted drug. The law requires the FDA to facilitate development programs for, and provides expedited review of, regenerative advanced therapies. The law
fitrtherrequires the FDA to establish a program to evaluate the use ofreal world evidence, i.e., evidence from sources otherthan randomized clinical trials, to
support the approval ofcertain drug applications and to satisfy post-approval requirements. Other key provisions relating to orphan drugs, combination
products, and medical devices, are discussed separately above.

Stare Pitarrrracerrriml and Medical Device Marketing Laws

Ifnot preempted by the PPACA, several jurisdictions require pharmaceutical companies to report expenses relating to the marketing and promotion of
pharmaceutical products and to report gifis and payments to healthcare practitioners in those jurisdictions. Some of thesejurisdictions also prohibit various
marketing related activities. Still other states require the posting of infon'nation relating to clinical studies and their outcomes. In addition, certain states
require pharmaceutical companies to implement compliance programs or marketing codes and several other states are considering similar proposals.
Compliance with these laws is difficult and time consuming, and companies that do not comply with these state laws face civil penalties or other civil
enforcement action.

Other Laws and Regulations

Numerous other statutory and regulatory regimes affect our business and operations. For example, our research and development efi'orts may be subject to
laws, regulations and recommendations relating to data privacy and protection, safe working conditions, laboratory practices, use ofanimals in research and
development activities, and the purchase, storage, movement, import, export and use and disposal ofhazardous or potentially hazardous substances. Antitrust
and competition laws may restrict our ability to enter into certain agreements involving exclusive license rights. Future legislation and administrative action
will continue to affect our business, the extent and degree ofwhich we cannot accurately predict.

Employees

We had approximately 800 employees as ofDecember 31, 2017. The success ofourbusiness is highly dependent on attracting and retaining highly
talented and qualified personnel.

Industry Segments and Geographic Areas

Since 20] I, our core business has been pharmaceuticals, in which we closely monitor the revenues and gross margins generated by our commercial
products. We sell our products in the United States and throughout the rest of the world. The information required by Item 101(b) and 101{d} of Regulation S-
K relating to financial information about industry segments and geographical areas, respectively, is contained in Note I4—Segmenr information to our
consolidated financial statements.
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Corporate Website

Our Internet website address is hup/Mwwanfrharom. Our filings on Form lU-K, Form IO-Q, Form 3, Form 4, Form 5, Form 3—K and any and all
amendments thereto are available free ofcharge through this intemet website as soon as reasonably practicable afterthey are filed with or furnished to the
Securities and Exchange Commission (SEC). They are also available through the SEC at Iiftp.'//www.sec.gav/edgar/searchEdgar/compsnysearchfltml.
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EXECUTIVE OFFICERS OF THE REGISTRANT

The following is a list, as ofFebruary 21, 2018, setting forth certain information regarding our executive officels. Each executive officer holds office
until the first meeting ofthe Board ofDirectors alter the annual meeting ofshareholders, and until his or her successor is elected and qualified or until his or
her earlier resignation orremoval. Each executive officer's employment will end pursuant to the terms ofhis or her employment contract.

M ii Position
Martina A. Rothblatt, P1111, J.D., MBA. 63 Chairman, ChiefExecutive Ofiicer and Director
Michael Benkowitz 46 President and ChiefOperating Officer
James C. Edgemond 50 ChiefFinancial Ofiicer and Treasurer
Paul A. Mahon, JD. 54 Executive Vice President, General Counsel and Corporate Secretary

Martinez A. Rorhblorr. PRO. .10.. M.B.A., founded United Therapeutics in 1996 and served as Chairman and ChiefExecutive Officersince its inception
through January 2015, when she became Chairman and Co-ChiefExecutive Officer. She was promoted to her current role as Chairman and soul CEO in June
2016. Prior to United Therapeutics, she founded and served as Chairman and ChiefExecutive Officer ofSiriusXM Satellite Radio. She is a (so-inventor on six
or" our patents pertaining to treprostini l.

Michael Benkowr‘rz joined United Therapeutics in 201 1 as our Executive Vice President, Organizational Development. In this role, he was responsible for
most companywide administrative functions, including human resources, information technology, corporate real estate and risk management, and was also
responsible for many ofourbusiness development efforts and oversight ofseverat ofourkey collaborations. He was promoted to President and Chief
Operating Officer in June 2016, when he also became responsible for all ofour commercial and medical affairs activities.

James C. Edgemorrd joined United Therapeutics in January 20] 3 as Treasurer and Vice President, Strategic Financial Planning. Mr. Edgemond was
promoted to Chief Financial Officer and Treasurer in March 2015. Prior to joining United Therapeutics, he was Vice President, Corporate Controller and
Treasurer ofC[ark Construction Group fiom 2008 through January 2013. He also served in a variety ofroles at The Corporate Executive Board Company
fi'om 1998 to 2008, serving as Executive Director, Finance fi'om 2005 to 2008. He began his career as a public accountant at KPMG Peat Marwick LLP, fi'om
1990 through 1998, where he served in a variety ofroles, including as a Senior Managerprior to his departure

Paul A. Melton, J.D., has served as General Counsel and Corporate Secretary ofUnited Therapeutics since its inception in 1996. In 2001, Mr. Mahon
joined United Therapeutics full-time as Senior Vice President, General Counsel and Corporate Secretary, In 2003, Mr. Mahon was promoted to Executive
Vice President, General Counsel and Corporate Secretary. Prior to 2001, he served United Therapeutics, beginning with its formation in 1996, in his capacity
as principal and managing partner ofa law firm specializing in technology and media law.
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ITEM 1A. RISK FACTORS

Forward—Looki ng Statements

This Report contains forward~looking statements made pursuant to the safe harbor provisions ofSection 21E ofthe Securities Exchange Act oft 934 (the
Exchange Act) and the Private Securities Litigation Reform Act of 1995. These statements, which are based on our beliefs and expectations as to firture
outcomes, include, among others. statements relating to the following:

Expectations ofrevenues, expenses, profitability, and cash flows, including our expectation that revenue growth will recommence in 2019,
following atemporary decline in 2018;

The sufiiciency ofcurrent and firture working capital to support operations;

Our ability to obtain financing on terms favorable to us or at all;

The maintenance ofdomestic and international regulatory approvals;

Our ability to maintain attractive pricing for our products, in light ofincreasing competition. including from genetic entries and pressure from
government and other payers to decrease the costs associated with healthcare;

The expected volume and timing ofsales ofourexisting commercial products—Remodulin, Tyvaso, Orenitram, Adcirca and Unituxin—and
potential future commercial products;

The timing and outcome ofclinical studies, other research and development efforts, and related regulatory filings and approvals, including
(among others) those described in this Report relating to our FREEDOM-EV study ofOrenitranL our BEA T study ofesuberaprost, our
collaboration with DEKA to develop the RemUnity system, our plan to develop a pain-fi'ee subcutaneous formulation of treprostinil called
RemoPro. and our program to develop the Implantable System for Remodulin, which we are working on with Medtronic;

The outcome ofpending and potential future legal and regulatory actions, including investigations, audits and inspections, by the FDA and
other regulatory and government enforcement agencies;

The impact ofcompeting therapies on sales ofourcomrnercial products, including the impact ofgeneric products such as generic forms of
Adcinca, which we expect will become available following loss ofregulatory exclusivity in May 2018; generic fomis ofRemodulin, which we
expect four generic companies will launch in June 2018 and December 201 8; and newly—developed therapies, such as Uptravi;

The expectation that we will be able to manufacture sufiicient quantities and maintain adequate inventories ofour commercial products,
through both our in-house manufacturing capabilities and third-party manufacturing sites, and our ability to obtain and maintain related
approvals by the FDA and other regulatory agencies;

The adequacy ofour intellectual property protection and the vaiidity and expiration dates ofthe patents we own or license, as well as the
regulatoly exclusivity periods for our products;

Our ability to defend our intellectual property against generic and otherchallenges, including but not limited to the challenges described in
this Report related to Remodulin, Tyvaso and Orenitram;

II It
Any statements that include the words "believe, seek," "expect," ”anticipate,” "forecast," "project." l'intend,“ "estimate." "should,II "could,"
"may." "will," "plan," or similar expressions; and
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' Other statements contained or incorporated by reference in this Report that are not historical facts.

These statements are subject to risks and uncertainties and our actual results may differ materially from anticipated results. Factors that may cause such
differences include, but are not limited to, those discussed below. We undertake no obligation to publicly update forward—looking statements, whether as a
result ofnew information, future events or otherwise.

Risks Related to Our Business

We rely heavily on sales ofRemodulin, Tyvaso, Orem'rram and A dcr'rea to generate revenues and support our operations.

Sales ofour current PAH therapies (Remodul in, Tyvaso, Orenitram and Adcirca) comprise the vast majority ofour revenues. Decreased sales ofany one of
these products could have a material adverse impact on our operations. A wide variety ofevents, such as withdrawal ofregulatory approvals orsubstantial
changes in prescribing practices or dosing patterns, many ofwhich are described in otherrisk factors below. could cause sales ofthese products to decline, or
to grow more slowly than expected. Generic competition due to the current commercial availability ofgeneric sildenafil, potential commercial availability of
generic versions ofAdcirca following loss ofregulatory exclusivity in May 2018, as well as generic versions ofRernodulin, which could be launched in the
United States by Sandoz in June 2018 and by Teva, Pat and Dr. Reddy's in December 20 18, and a generic version ofOrenitram, which could be launched in
the United States by Actavis in June 2027, respectively, or earlier under certain circumstances, and other generic challenges against Remodulin, Tyvaso and
Otenitram, may also decrease our revenues. In addition, the inability ofany third party that manufactures, markets, distributes orsells any ofour commercial
products to perform these fiinctions satisfactorily, or our inability to manage ourintemal manufacturing processes, could result in an inability to meet patient
demand and decrease sales.

lfonrproducrsfiril in clinical trials, we will be unable to obiain ormainiain FDA and international regulatory «ppm vols and will be unable l0 sell these
products.

To obtain regulatory approvals from the FDA and international regulatory agencies to sell new products, or to expand the product labeling for our
existing products to new indications, we must conduct clinical trials demonstrating that our products are safe and effective. These regulators have substantial
discretion over the approval process for our products, and may not agree that we have demonstrated the requisite level of product safety and efficacy to grant
approval.

The FDA and other regulatoly agencies may require us to amend ongoing trials or perform additional trials beyond those we planned, which could result
in significant delays and additional costs or may be unsuccessful. Forexample, approval ofan NDA or a BLA could be delayed ifthe FDA determines that it
cannot review or approve the application as submitted. In such a case, the FDA may require substantial additional studies, testing or information in order to
complete its review ofthe application. Ifour clinical trials are not successfiil, or we fail to address any identified deficiencies adequately, we will not obtain
required approvals to market the new product or new indication.

In addition, we are conducting two pivotal clinical studies, referred to in this Report as FREEDOM—EV and BEAT, in which we are attempting to
demonstrate that the drug combination being studied delays time to clinical worsening. We have not previously conducted a pivotal clinical study with time
to clinical worsening as its primary endpoint. The tinting to complete these studies is subject to uncertainty, in part because study completion depends on the
accrual ofa pie-specified uumberofclinica] worsening events, the pace ofwhich is inherently difficult to predict. Our inexperience with this type oftrial
design may impact durability to conduct these trials appropriately and achieve positive results, or to complete the trials within our anticipated timetable. In
particular, failure ofthe
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FREEDOM-E V study to meet its primary endpoint could materially limit the commercial potential ofOrenitram and impede our growth.

We cannot predict with certainty the length oftirne it will take to complete necessary clinical trials or obtain regulatory approvals relating to ourcurrent
orfuture products. The length cftime we need to complete clinical trials and obtain regulatory approvals varies by product, indication and country.

Ourclinical trials may be discontinued, delayed, canceled or disqualified for various reasons, including:

° The drug is inefi'ective, or physicians anda’or patients believe that the drug is ineffective, or that othertherapies are more effective or
convenient;

‘ We fail to reach agreement with the applicable regulatory agencies regarding the scope or design ofour clinical trials;

' Patients do not enroll, patients drop out, or we do not observe worsening events, at the rate we expect;

‘ Ongoing ornew clinical trials conducted by drug companies in addition to ourown clinical trials reduce the availability ofpatients for our
trials;

' Our clinical trial sites, contracted clinical trial administrators or clinical studies conducted entirely by third parties do not adhere to trial
protocols and required quality controls under good clinical practices (GCP) regulations and similar regulations outside the United States;

' Patients experience severe side effects during treatment or die during ourtrials because ofadverse events related to the trial drug, advanced
disease, or other medical complications; and

° The results ofour clinical trials conducted in a particular country are not acceptable to regulators in other countries.

We may not compete successfully with established and newly developed drugs orproducts, or the companies that develop and marker them.

We compete with well-established drug companies for market share, as well as, among other things, fimding, licenses, expertise, personnel, clinical trial
patients and investigators, consultants and third—party collaborators, Most ofthesc competitors have substantially greater financial, marketing,
manufacturing, sales, distribution and technical resources, and a larger number ofapproved products, than we do. These competitors also possess greater
experience in areas critical to success such as research and development, clinica! trials, sales and marketing and regulatory matters.

Numerous treatments currently compete with our commercial therapies, and others are under development. For example, for the treatment ofPAH, we
compete with Adempas®, Flolan®, Ilomedin®, Letairis®, Opsumit®, Revatio®, Tracleer®, Uptravi®, Veletri®, Volibris®, Ventavis®, generic epoprostenol
and generic sildenafil citrate. Our competitors may introduce new products that render all or some ofour technologies and products obsolete or
noncompetitive. For example, Uptravi was approved by the FDA in December 20 l 5 for the treatment ofPAH, and competes directly with Orenitram. Our
commercial therapies may also have to compete with investigational products currently in development, such as Trevyent®, which is a single-use, pre-filled
pump being developed by SteadyMed to deliver a two-day supply of treprostinil subcutaneously using SteadyMed's PatchPump® technology. Trevyent has
been granted orphan drug designation by the FDA for the treatment of PAH. As a result, ifTrevyent obtains FDA approval prior to FDA approval of RemUnity
(ourpre-filled, semi-disposable treprostinil delivery system), SteadyMed couid have seven years ofexclusivity during which the FDA may be prevented fiom
approving these products except in limited circumstances such as a showing ofclinical superiority. In addition, we may not compete successfully against
generic competitors, as we anticipate
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generic tadalafil may be launched in mid-2018, and generic treprostinil may be iaunched in 2018, as described elsewhere in this Report. It is unclear what
revenues, ifany, we will generate fi'om Adcirca sales after loss ofregulatory exclusivity in May 2018.

Legislation such as the 2 I St Century Cures Act, which was enacted in December 2016 and designed to encourage innovation and bring pharmaceutical
products to market more quickly, may enable our competitors to bring competing products to market on an expedited basis. In addition, alternative
approaches to treating chronic diseases, such as gene therapy, cell therapy ortransplantation technologies, may make our products obsolete or
noncompetitive. Patients and doctors may discontinue use ofour products if they perceive competing products as safer, more efi‘eetive, less invasive, more
convenient andtor less expensive than ours. Alternatively, doctors may reduce the prescribed doses ofourproducts ifthey prescribe them in combination
with competing products, In addition, many competing therapies are less invasive or more convenient than Tyvaso and Remodulin, and the use of these
products may delay orprevent initiation onyvaso or Remodulin therapy. Any ofthese circumstances could negatively impact our operating results.

Sales ofourproducts are subject to reimbursementfrom government agencies and other thirdparties. Pharrrmr'eutr'cai pricing and reimbursement
pressures may negatively impact our safes.

The commercial success ofour products depends, in part, on the availability ofreimbursements by governmental payers such as Medicare and Medicaid,
and private insurance companies. An estimated 40-50 percent of Remoduiin, Tyvaso, Adcirca and Orenitram sales in the United States are reimbursed under
the Medicare and Medicaid programs. A reduction in the availability or extent of rei mbursement fi'om domestic or foreign government health care programs
could have a material adverse effect on our business and results ofour operations. In the United States, the European Union and other potential ly significant
markets for our products, government payers andtorthird—party payers are increasingly attempting to limit or regulate the price of medicinal products and
frequently challenge the pricing ofnew and expensive drugs. Financial pressures may cause United States government or otherthird—party payers to seek cost
containment more aggressively through mandatory discounts or rebates on our products, policies requiring the automatic substitution ofgeneric products,
more rigorous requirements for initial reimbursement approvals for new products or other similar measures. For example, there have been proposals to reduce
reimbursement rates andtor adopt mandatory rebates under Medicare Part B, which covers Remodulin and Tyvaso. In January 2017, the Medicare
Prescription Drug Price Negotiation Act was proposed in Congress; this act wouid require the federal government to negotiate the price ofMedicare
prescription drugs with pharmaceutical companies. In October 2017, the Medicare Drug Price Negotiation Act of201 7 was proposed in Congress, with
similar requirements. More recently, in November 20 I 7, CMS announced a Final Rule that would adjust the applicable payment rate as necessary for certain
separately payable drugs and biologicals acquired under the 3403 Program from average sales price (ASP) plus 6 percent to ASP minus 22.5 percent.

In many markets outside the United States, governments control the prices ofprescription pharmaceuticals through the implementation ofreference
pricing, price cuts, rebates, revenue—related taxes and profit control. Our prostacycl in analogue products (Remodulin, Tyvaso and Orenitram) and our
oncology product (Unituxin) are expensive therapies. Consequently, it may be difficult for our distributors to obtain adequate reimbursement for our
products fi'om commercial and government payers to motivate such distributors to support our products, Alternatively, third-party payers may reduce the
amount ofreimbursement for our products based on changes in pricing ofother therapies for the same disease. In addition, third-patty payers may encourage
the use of less-expensive generic alternative therapies following the launch ofgeneric forms of Remodulin (anticipated in June 201 8} and Adcirca
[anticipated in May 2013). Ifcommercial andtor government payers do not approve our products for reimbursement, or limit reimbursements, patients and
physicians could choose competing products that are approved for reimbursement or provide lower out-of-pocket costs.
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Patient assistance programsforpharmaceuticalproducts have come tinder increasing scrutiny by governments, iegisiative bodies and enfirrcenrent
agencies; These activities may res-nit in actions that have the effect ofredacing prices or detnandfirr oarproducts, harming our business or reputation, or
subjecting as tafines arpenaities.

Recently, there has been enhanced scrutiny ofcompany—sport sored patient assistance programs, including insurance premium and co—pay assistance
programs and manufacturers' donations to third—party charities that provide such assistance. Ifwe, our vendors or donation recipients, are deemed to have
failed to comply with relevant laws, regulations or government guidance in any ofthese areas. we could be subject to criminal and civil sanctions, including
significant fines. civil monetary penalties and exclusion from participation in government bealtbcare programs, including Medicare and Medicaid, and
burdensome remediation measures. Actions could also be brought against executives overseeing our business or other employees.

In December 20] 7, we entered into a civil Settlement Agreement with the DO] and the OIG. The Settlement Agreement relates to a May 2016 subpoena
from the DO] requesting documents regarding the Company‘s support of 501(c)(3) organizations that provide financial assistance to patients. Other
companies received similar inquiries as part ofa DO} investigation regarding whether that support may violate the Federal Anti-Kickback Statute and the
Federal False Claims Act. In connection with the civil settlement. we also entered into a Corporate Integrity Agreement (the CIA} with the OIG, which
requires us to maintain our corporate compliance program and to undertake a set ofdefined corporate integrity obligations for a period offive years fi'om the
date the agreement was signed. We may be required to incur significant future costs to comply with the CIA.

It is possible that any actions taken by the DOJ as a result ofthis industry-wide inquiry could reduce demand for ourproducts andfor reduce coverage of
our products, including by federal health care programs such as Medicare and Medicaid and state health care programs. If any or all of these events occur, our
business, prospects and stock price could be materially and adversely afl‘eeted,

Oar rtranttfactttrittg strategy exposes as to significant risks.

We must be able to manufacture sufficient quantities ofour commercial products to satisfy growing demand. We manufacture Remodulin, Orenitrarn,
Tyvaso and Unituxin, including the active ingredient in each ofthese products. at ourown facilities and rely on third parties foradditional manufacturing
capacity feremodulin and Tyvaso. We rely on Minnetronix, Inc. as the sole manufacturer ofthe Tyvaso Inhalation System, and on Lilly as the sole
manufacturerofAdcirca. In addition, once we launch the Implantable System for Remodulin, we will rely on Medtronic as the sole manufacturer ofthe
SynchroMed II infusion system and related components used in the Implantabie System for Remodulin.

Ifany ofour internal or third-party manufacturing and supply arrangements are inten'upted for compliance issues or other reasons, we may not have
sufficient inventory to meet future demand. In addition, any change in supptiers andiorservice providers could interrupt the manufacturing ofour
connnercial products and impede the progress ofour commercial launch plans and clinical trials.

In addition, our internal manufacturing process subjects us to risks as we engage in increasingly complex manufacturing processes. For example,
Remodulin, Tyvaso and Unituxin are sterile solutions that must be prepared underhighlycontrolled environmental conditions, which are challenging to
maintain on a commercial scale. In addition, Unituxin is a monoclonal antibody. As with all biologic products, monoclonal antibodies are inherently more
difficult to manufacture than ourtreprostinil-based products and involve increased risk ofviral and other contaminants. We manufacture all ofour Orenitram
and Unituxin ourselves, and we do not have an FDA-approved back-up manufacturing site for these products. We are constructing a new facility to expand
our manufacturing capacity for dinutuximab. the active ingredient in Unituxin, but this process will take several years and may not be
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successful at all. We presently have no plans to engage a third-party contract manufacturer for dinutuximab drug substance, although we are in the process of
qualifying a third-party manufacturer for finished Unituxin dnrg product. We presently have no plans to engage a third-party contract manufacturer for
Orenitram. Our long-term organ manufacturing programs will involve exceptionally complicated manufacturing processes, many ofwhich have never been
attempted on a clinical or commercial scale. It will take substantial time and resources to develop and implement such manufacturing processes, or we may
neverbe able to do so successfully.

Additional risks we face with our manufacturing strategy include the following:

' We and ourthird-party manufacturers are subject to the FDA's cunent good manufacturing practices regulations, current good tissue practices,
and similar international regulatory standards. Our ability to exercise control over regulatory compliance by our third-party manufacturers is
limited;

- We may experience difiiculty designing and implementing processes and procedures to ensure compliance with applicable regulations as we
develop manufacturing operations for new products;

* Natural and man—made disasters (such as fires, contamination, powerless, hurricanes, earthquakes, flooding, terrorist attacks and acts ofwar)
impacting our internal and third-party manufacturing sites could cause a supply dismption—for example, Medtronic and Lilly manufacture
the Synchromed II pump and Adcirca, respectively, at their facilities in Puerto Rico, which is vulnerable to hurricanes;

' Even ifwe and our third-party manufacturers comply with applicable dmg manufacturing regulations, the sterility and quality ofour products
could be substandard and such products could not be sold or used or subject to recalls;

' Ifwe had to replace our own manufacturing operations or a third-party manufacturer, the FDA and its international counterparts would require
new testing and compliance inspections. Furthermore, a new manufacturer would have to be familiarized with the processes necessary to
manufacture and commercially validate our products, as producing our treprostinil-based and biologic products is complex;

‘ We may be unable to contract with needed manufacturers on satisfactory terms or at all; and

' The supply of materials and components necessary to manufacture and package our products may become scarce or unavailable, which could
delay the manufacturing and subsequent sale ofsuch products. Products manufactured with substituted materials or components must be
approved by the FDA and applicable international regulatory agencies before they could be sold.

Any of these factors could disrupt sales ofour commercial products, delay clinical trials or commercialization of new products, result in product liability
claims and product recalls, and entail higher costs. Intenuptions in our manufacturing process could be significant given the length oftirne and complexity
involved in obtaining necessary regulatory approvals for alternative arrangements, through either third parties or internal manufacturing processes.

We rely in part on tlrirrlparties to perform activities tlrat are critical to our business. Our ability to generate commercial sales or conduct clinical trials
carrlrl safer {four third-party suppliers and service providersfail to perform.

Third parties assist us in activities critical to our operations, such as: (l ) manufacturing ourclinical and commercial products; (2) conducting clinical
trials, preclinical studies and other research and development activities; (3) obtaining regulatory approvals; (4} conducting phannacovigilance-related and
product complaint activities, including drug safety, reporting adverse events and product
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complaints; and (5) marketing and distributing our products. For risks relating to the involvement of third parties in our manufacturing process, see the risk
factor above, entitled Our manufacturing strategy exposes us to significant risks.

We rely on various distributors to market, distribute and sell Remodulin, Tyvaso, Orenitram and Unituxin. From time-to-tirne, we increase the price of
products sold to our U.S.-based and intemational distributors. Our price increases may not be fiilly reimbursed by third—party payers. Ifour distributors do not
achieve acceptable profit margins on our products, they may reduce or discontinue the sale ofour products. Furthermore, ifour distributors devote fewer
resources to sell our products or are unsuccessful in their sales efforts, our revenues may decline material ly. Outside the United States, we rely substantially on
our international distributors to obtain and maintain regulatory approvals for our products and to market and sell our products in compliance with applicable
laws and regulations.

We rely on Lilly to manufacture and supply Adcirca for us, and we use Lilly's pharmaceutical wholesalernetwork to distribute Adcirca. IfLilly is unable
to manufacture orsupply Adcirea or its distribution network is disrupted, it could delay, disrupt orprevent us from selling Adcirca. In addition, Lilly has the
right to determine the price of Adcirca. Changes in the price ofAdcirca set by Lilly could adversely impact demand or reimbursement for Adcirca.

Any change in service providers could interrupt the distribution ofour commercial products and our other products and services, and impede the
progress ofour clinical trials, commercial launch plans and related revenues.

We rely heavily on thirdnparty contract research organizations, contract laboratories, clinical investigative sites and other third-parties to conduct our
clinical trials, preclinical studies and other research and development activities. In particular, our research and development efi'orts into new indications for
Unituxin are substantially outsourced to a contract research organization called Precision Oncology, LLC. In addition, the success ofccrtain products we are
developing will depend on clinical trials sponsored by third parties. Failure by any third party to conduct or assist us in conducting clinical trials in
accordance with study protocols, quality controls and GCP, or other applicable US. or international requirements or to submit associated regulatory filings,
could limit orprevent our ability to rely on results ofthose trials in seeking regulatory approvals.

We rely on third parties to supply pumps and other supplies necessary to deliver Remodulin. There are a limited numberofpumps available in the
market, and the discontinuation of any particular pump could have a material, adverse impact on our Remodulin revenues if a viable supply of an alterrlate
pump is not available.

We rely heavily on Medtronic for the success ofourprogram to develop an implantable pump to deliver intravenous Remodulin (the Implantable System
for Remodulin), in particular, Medtnonic is entirely responsible fortiegulatory approvals and all manufacturing and quality systems related to its infusion
pump and related components. Medtronic entered into a consent decree relating to the SynchroMed H implantable infusion pump systems. Medtronic's
Failure to comply with the ongoing obligations under the consent decree could adversely impact Medtronic's ability to manufacture and supply the
Implantable System for Remodu] in.

Finally, we rely heavily on DEKA for the development of RemUnity, our pre-filled, semi-disposable system for subcutaneous treprostinil.

Our operations must comply with extensive laws and regulations in the United States and other countries, including FDA regulations. Failure to obtain
approvals on a timely basis or to achieve continued compliance with these requirements could delay, disrupt or prevent the commercialization ofour
products.

The products we develop must be approved for marketing and sale by regulatory agencies. Our research and development efforts must comply with
extensive regulations, including those promulgated
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by the FDA and the U.S. Department ongticulture. The process ofobtaining and maintaining regulatory approvals fornew drugs is lengthy, expensive and
uncertain. The regulatory approval process is particularly uncertain for our transplantation programs, which include the development ofxenotransplantation,
regenerative medicine, biomechanical lungs and cell-based products. Once approved, the manufacture, distribution, advertising and marketing of our
products are subject to extensive regulation, including product labeling, strict pharmacovigilance and adverse event and medical device reporting, complaint
processing, storage, distribution and record-keeping requirements. Our product candidates may fail to receive regulatory approval on a timely basis, or at all.
Ifgranted, product approvals can be conditioned on the completion ofpostumarketing clinical studies, accompanied by significant restrictions on the use or
marketing ofa given product and withdrawn for failure to comply with regulatory requirements, such as postnmarketing requirements and post—marketing
commitments, or upon the occurrence of adverse events subsequent to commercial introduction. Ifdata fiom post-marketing studies suggest that an approved
product presents an unacceptable safety risk, regulatory authorities could withdraw the product's approval, suspend production or place other marketing
restrictions on that product.

We are also required to comply with the corporate integrity obligations set forth in the CIA we entered into in DecemberZUl 7 fora period offive years
from the date the agreement was signed.

Ifwe fail to comply with applicable regulatory requirements or the CIA, we could be subject to penalties including fines, suspension ofregulatory
approvals that cause us to suspend production, distribution or marketing activities, product recalls, seizure of our products andlor criminal prosecution. If
regulatory sanctions are applied or regulatory approval is delayed or withdrawn, our operating results and the value ofour company may be adversely
affected. In addition, our reputation could be harmed as a result ofany such regulatory restrictions or actions, and patients and physicians may avoid the use
ofour products even after we have resolved the issues that led to such regulatory action.

Reguiatoty approvaifor our currentty marketedproducts is titnt'ted by the FDA and other regntotors to those specific indications and conditionsfor which
clinic-o! safirty and efficacy have been demonstrated.

Any regulatory approval ofour products is limited to specific diseases and indications for which our products have been deemed safe and effective by
the FDA. FDA approval is also required for new formulations and new indications for an approved product. Ifwe are not able to obtain FDA approval for any
desired future indications for our products, our ability to effectively market and sell our products may be reduced.

While physicians may choose to prescribe drugs for uses that are not described in the product's labeling and for uses that differ fi‘om those approved by
regulatory authorities (called "off-label“ uses), our ability to promote our products is limited to those indications that are specifically approved by the FDA. If
our promotional activities fail to comply with regulations or guidelines related to off-label promotion, we may be subject to wamings from, or enforcement
action by, these authorities. In addition, failure to follow FDA rules and guidelines relating to promotion and advertising can result in the FDA's refusal to
approve a product, suspension or withdrawal ofan approved product from the market, product recalls, fines, disgorgement ofmoney, operating restrictions,
civil lawsuits, injunctions orcriminal prosecution.

We must carnpiy with various laws in jurisdictions around the world that restrict certain marketing practices in the pharmaceutical and medicalr device
industries. Failure to comply with such laws could result in penalties and have a material adverse effect on our business. financiai condition and results of
operations.

Our business activities may be subject to challenge under laws in jurisdictions around the world restricting particular marketing practices such as anti-
kickback and false claim statutes, the Foreign
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Corrupt Practices Act and the UKBribely Act. Any penalties imposed upon us for failure to comply could have a material adverse effect on our business and
financial condition.

In the United States, the Federal Anti—Kickback Statute prohibits, among other activities, knowingly and willfiilly offering, paying, soliciting, or
receiving compensation to induce, or in return for, the purchase, lease, order or arranging the purchase, lease or order ofany health care product or service
reimbursable under any federally financed health-care program. This statute has been interpreted broadly to apply to arrangements between pharmaceutical
manufacturers and prescribers, purchasers, fon'nulary managers, patients, and others. The exemptions and safe harbors under this statute may be narrow, and
practices that involve compensation may be subject to scrutiny if they do not qualify for an exemption or safe harbor. Our practices do not always qualify for
safe harbor protection.

The Federal False Claims Act, as amended by the Patient Protection and Affordable Care Act of2010 (PPACA), prohibits any person from presenting or
causing to be presented a false or fraudulent claim or making or causing a false statement material to a false or fraudulent claim. Several pharmaceutical and
health care companies have been investigated under this law for allegedly providing free product to customers with the expectation that the customers would
bill federal health care programs for the free product. Other companies have been prosecuted for causing false claims to be submitted because ofthese
companies‘ marketing ofa product for unapproved and non-reimbursable uses. Potential liability under the Federal False Claims Act includes mandatory
treble damages and significant pernclaim penalties. The majority ofstates also have statutes similar to the Federal Antinchkback Statute and the Federal False
Claims Act. Sanctions under these federal and state laws may include trebie civil monetary penalties, exclusion ofa manufacturer's product from
reimbursement under state government programs, debarment, criminal fines, and imprisonment.

Any investigation, inquiry or other legal proceeding under these laws and relating to our operations may adversely affect our business, results of
operations or reputation.

The PPACA also imposed reporting requirements for pharmaceutical, biologic and device manufacturers regarding payments or other transfers ofvalue
made to physicians and teaching hospitals, including investment interests in such manufacturers held by physicians and their immediate family members
during the preceding calendar year. Failure to submit required information may result in civil monetary penalties, which may increase significantly for
"knowing failures." Compliance with these and similar laws on a state-by-state basis is difficult and time consuming.

Government healthcare reform could adversely affect our revenue. costs and results ofopemtr'ons.

Our industry is highly regulated and changes in law may adversely impact our business, operations or financial results. The PPACA is a broad measure
intended to expand health care coverage within the United States, primarily through the imposition ofhealth insurance mandates on employers and
individuals and expansion ofthe Medicaid program. The reforms imposed by the law will significantly impact the pharmaceutical industry; however, the hill
effects ofthe PPACA will be unknown until all ofthese provisions are implemented and the Centers forMedicare and Medicaid Services and other federal
and state agencies issue applicable regulations or guidance. Moreover, in the coming years, additional changes could be made to governmental health care
programs that could significantly impact the success ofour products or product candidates. We may face uncertainties as a result offedeial and administrative
efforts to repeal, substantially modify or invalidate some or all ofthe provisions ofthe PPACA. There is no assurance that the PPACA, as currently enacted or
as amended in the firture, will not adversely affect our business and financial results, and we cannot predict how firture federal or state legislative or
administrative changes relating to healthcare reform will affect ourbusiness,
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Reports ofactual orpereeived side effects and adverse events associated with ourproducts, sad: as sepsis, could cause physicians andpatients to avoid or
discontinae use ofourproducts infa var ofalternative treatments.

Reports of side effects and adverse events associated with our products could have a significant adverse impact on the sale ofour products. An example
ofa known risk associated with intravenous Remodulin is sepsis, which is a serious and potentially life-threatening infection of the bloodstream caused by a
wide variety ofbacteria. Intravenous Remodulin is infused continuously through a catheter placed in a large vein in the patient's chest, and sepsis is a known
risk associated with this type ofdelivery. In addition, Unituxin is associated with severe side effects, and its label contains a boxed warning relating to
potential infusion reactions and neurotoxicity. Development ofnew products, and new formulations and indications for existing products, could result in
new side effects and adverse events which may be serious in nature. Concerns about side efl‘ects may affect a physician's decision to prescribe or a patient's
willingness to use our products.

Negative attention from speciai interest groups may impair our business.

As is common with pharmaceutical and biotechnology companies, our early~stage research and development involves animal testing, which we conduct
both directly and through contracts with third parties. Ourxenotransplantation and regenerative medicine programs rely heavily on the use ofanimals to
manufacture and test our products. Certain special interest groups categorically object to the use ofan imals for research purposes. Any negative attention,
threats oracts ofvandalism directed against our animal research activities in the future could impede the operation ofourbusiness.

Ifany oftire license or other agreements under which inteiiectuaiproperty rights are iicensed to, or were acquired by us, are breached or terminated, our
right to continue to develop, manufacture and sail theproducts covered by such agreements canid be impaired or lost.

Ourbusiness depends upon our continuing ability to exploit our intellectual property rights acquired fiom third parties underproduct license and
purchase agreements. Under each ofour purchase agreements, we have rights to certain intellectual property covering a drug or other product ortechnology.
We may be required to license additional intellectual property owned by third parties to continue to develop and commercialize our products.

This dependence on intellectual property developed by others involves the following risks:

- We may be unable to obtain rights to intellectual property that we determine we need for our business at a reasonable cost or at all;

‘ I.f'any ofour product licenses or purchase agreements are terminated, we may lose our rights to develop, make and sell the products to which
such licenses or agreements relate;

' Our rights to develop and market products to which the intellectuai property relates are frequently limited to specific territories and fields of
use (such as treatment ofparticular diseases}; and

° Ifa licensor ofirrtellectual property fails to maintain the intellectual property licensed, we may lose any ability to prevent others fi‘orn
developing or marketing similar products covered by such inteliectual property. In addition, we may be forced to incur substantial costs to
maintain theintellectual property ourselves or take legal action seeking to force the licensorto do so.
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Our intellectuoiproperty rights may not effectively deter competitorsfrom developing competing products that, tfs'rtccessfiti, could have a material adverse
reflect on our revenues and profits.

The period underwhich our commercial and developmental therapies are protected by ourpatent rights is limited. Three ofour US. patents covering our
current methods ofsynthesizing and producing treprostinil, the active ingredient in Remodulin, Tyvaso and Orenitram, expired in October 201 'i, and three
more will expire in 2028. Our patents relating to our individual treprostinil-based products expire at various times between 2018 and 203 1. We settled patent
litigation with Sandoz. Teva, Far and Dr. Reddy's, which will permit them to launch generic versions ofRemodulin in the United States in June 2018
{Sandoz} and December 2018 (Tova. Pat and Dr. Reddy‘s}, although they may be permitted to enterthe market earlier under certain circumstances. We also
settled patent litigation with Actavis, which will permit Actavis to launch a generic version ofOrenitrarn in the United States in June 202?, although Actavis
may be permitted to enter the market earlier under certain circumstances. The US. patent for Adcirca for the treatment ofpulmonary hypertension expired in
November 2017, and FDAconfen‘ed regulatory exclusivity will expire in May 2018. We have no issued patents orpending patent applications covering
Unituxin. For fin‘ther details, please see Port 1, item 1.—Business—Patents and Other Proprietary Rights. Strategic Licenses and Market Exciusivity—
Generic Competition.

We continue to conduct research into new methods to synthesize treprostinil and have pending U.S. and international patent applications and patents
relating to such methods. We also have additional issued and pending patents covering the use ofourexisting commercial products in new indications and
with new devices. However, we cannot be sure that our existing or any new patents will effectively deter or delay competitors' efi'orts to bring new products to
market, or that additional patent applications will result in new patents. Upon the expiration ofany ofour patents, competitors may develop generic versions
ofour products and may market those generic versions at a lower price to compete with our products. Competitors may also seek to design around our patents
or exclude patented methods of treatment, such as patent-protected indications, from the label for generic versions ofour products in an effort to develop
competing products that do not infringe our patents. In addition, patent laws offereign jurisdictions may not protect our patent rights to the same extent as
the patent laws of the United States.

Third parties are currently, and may in the future, challenge the validity ofourpatents, through patent litigation andt‘or initiating proceedings, including
re~exarninations, IPRs, postngrant reviews and interference proceedings, before the USPTO or other applicable patent filing office, or other means. We are
currently involved in litigation challenging several ofour patents related to Tyvaso as a result ofan ANDA filing by Watson. IfWatson receives approval to
sell a generic version onyvaso andt‘or prevails in any patent litigation, Tyvaso would become subject to increased competition and our revenue could
decrease. In addition, in October 2015, SteadyMed filed a petition for imerpartes review with the Patent Trial and Appeal Board (PTAB) of the USPTO
seeking to invalidate the claims of one of our patents covering a method ofmaking treprostinil that expires in 2028 and is listed in the Orange Book for
Remodulin, Tyvaso, and Orenitram. In March 201?, the PTAB issued a Fina! Written Decision in connection with the IPR, finding that all claims ofthe
subject patent are not patentable. The United States Court ofAppeals for the Federal Circuit afiirmed that decision, and in February 2018, we filed a petition
for certiorari seeking review ofthe Federal Circuit decision by the United States Supreme Court. In June 2017, Watson filed petitions for interpartes review
oftwo ofourpatents listed in the Orange Book for Tyvaso. On January 11, 2018, the PTAB issued decisions to institute interpmtes review proceedings with
respect to both patents. For details on the status of these matters, please see Note lb—Litigation, to our consolidated financial statements.

Patent litigation can be time consuming, distracting to our operations, costly and may conclude unfavorably forus. In addition, the outcome ofpatent
infringement litigation often is difficult to predict. Ifwe are unsuccessfirl with respect to any future legal action in the defense ofour patents and our patents
are invalidated or determined to be unenforceable, our business could be negativeiy
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impacted. Even ifour patents are determined to be valid or enforceable, it is possible that a competitorcould circumvent our patents by efl'ectively designing
around the claims ofour patents. Accordingly, our patents may not provide us with any competitive advantage.

In addition to patent protection, we also rely on trade secrets to protect our proprietary know—how and other technological advances that we do not
disclose to the public. We enter into confidentiality agreements with our employees and others to whom we disclose trade secrets and other confidential
information. These agreements may not necessarily prevent our trade secrets fi'orn being used or disclosed without our authorization and confidentiality
agreements may be difficult, time-consuming and expensive to enforce or may not provide an adequate remedy in the event ofunauthorized disclosure. In
addition, ifany ofour trade secrets were to be lawfirlly obtained or independently developed by a competitor, we would have no right to prevent such third
party, or those to whom they communicate such technology or information, fi'orn using that technology or information to compete with us. Ifany ofour trade
secrets were to be disclosed to or independently developed by a competitor, our business and competitive position could be harmed.

Third parties may allege that aurprmlucts or services infringe theirpatents and other intellectual property rights, wlticlt could result in tlrepayment of
royalties. Payment ofroyalties would negatively afiecr ourprofits; furthermore, ifwe clrose to contest these allegations, we could be subject to costly and
time-consuming litigation or could lose the ability to continue to sell the related products.

To the extent third-party patents to which we currently do not hold licenses are necessary for us to manufacture, use or sell our products, we would need
to obtain necessary licenses to prevent infringement. In the case ofproducts or services that utilize intellectual property ofstrategic collaborators or other
suppliers, such suppliers may have an obligation to secure the needed license to these patents at their cost. Otherwise, we would be responsible for the cost of
these licenses. Royalty payments and other fees under these licenses would erode our profits from the sale ofrelated products and services. Moreover, we may
be unable to obtain these licenses on acceptable terms or at all. Ifwe fail to obtain a required license or are unable to alter the design of the product to avoid
infringing a third—party patent, we would be unable to continue to manufacture or sell related products.

If a third party commences legal action against us for infringement, we could be compelled to incur significant costs to defend the action and our
management's attention could be diverted from our day-to-day business operations, whether or not the action were to have any merit. We cannot be certain
that we could prevail in the action, and an adverse judgment or settlement resulting from the action could require us to pay substantial amounts in damages
for infringement or substantial amounts to obtain a license to continue to use the intellectual property that is the subject ofthe infringement claim.

We may not maintain adequate insurance coverage to protect as against significant product liability claims.

The testing, manufacturing, marketing, and sale ofdrugs and diagnostics involve product liability risks. We may not be able to maintain our current
product liability insurance at an acceptable cost, ifat all. In addition, our insurance coverage may not be adequate for all potential claims. Ifclairns or losses
significantly exceed our liability insurance coverage, we may experience financial hardship orpotentially be forced out ofbusiness. While we historically
have had a limited number ofproduct liability claims, the clinical testing and eventual marketing and sale ofnew products, reformulated versions ofexisting
products, orexisting products in new indications, could expose us to new product liability risks.
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Ifwefaii to attract and retain trey management and quaiified scientific and technical personnel, we may not be able to achieve our business objectives.

Members ofour management team, including our founder, Chairman and ChiefExecutive Officer, Dr. Martine Rothblatt, play a critical role in defining
ourbusiness strategy and maintaining our corporate culture. The loss ofthe services and leadership ofDr. Rothblatt or any other members ofoursenior
management team could have an adverse effect on our business. We do not maintain key pelson life insurance on our senior management team members. In
addition, effective succession planning is important to our long-term success. Failure to identify, hire and retain suitable successors for members ofour senior
management team and to transfer knowledge effectively could impede the achievement ofour business objectives. Our future success also depends on our
ability to attract and retain qualified scientific and technical personnel. Competition for skilled scientific and technical personnel in the biotechnology and
pharmaceutical industries is intense. Furthermore, our compensation arrangements may not be sufficient to attract new qualified scientific and technical
employees or retain such core employees. [fwe fail to attract and retain such empioyees, we may not be successful in developing and commercializing new
therapies for PAH and other diseases.

improper handling ofitazardons materials used in our activities could expose as to significant remediation iiabiiities.

Our research and development and manufacturing activities involve the controlled use ofcheinicals and hazardous substances and we are expanding
these activities in both scale and location. In addition, patients may dispose ofourproducts using means we do not control. Such activities subject us to
numerous federal, state, and local environmental and safety laws and regulations that govern the management, storage and disposal of hazardous materials.
Compliance with current and future environmental laws and regulations can require significant costs; furthennore, we can be subject to substantial fines and
penalties in the event ofnoncompliance. The risk ofaccidental contamination or injury from these materials cannot be completely eliminated. Furthermore,
once chemical and hazardous materials leave our facilities, we cannot control the manner in which such hazardous waste is disposed ofby our contractors. in
the event ofan accident, we could be liable for substantial civil damages or costs associated with the cleanup of the release ofhazardous materials. Any
related liability could have a material adverse effect on our business.

We may encounter substantial difficnities managing our growth relative to product demand.

Ifwe experience substantial sales growth, we may have difficulty managing inventory levels as marketing new therapies is complicated and gauging
fiiture demand can be diflicult and uncertain until we possess sufficient postAiaunch sales experience. In addition, we have spent considerable resources
building and expanding our offices, laboratories and manufacturing facilities. However, ourfacilities could be insufficient to meet future demand forour
products. Conversely, we may have excess capacity at our facilities iffuture demand falls short ofourprojections, or ifwe do not receive regulatory approvals
forthe products we intend to manufacture at our facilities. Our ability to satisfactorily recoverourinvestments in our facilities will depend on sales ofthe
products manufactured at these facilities in sufficient volume.

it" we need additionotflnnncing and cannot obtain it. ourproduct development and safes efforts may be timited.

We may be required to seek additional sources offinancing to meet unplanned or planned expenditures. Unplanned expenditures could be significant
and may result from necessary modifications to product development plans or product oflerings in response to difficulties encountered with clinical trials. We
may also face unexpected costs in preparing products forcommercial sale, orin maintaining sales levels ofour currently marketed therapeutic products. In
addition, our 2016 Credit Agreement
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contains affirmative and negative covenants that, among other things, limit our ability to incur additional indebtedness. Ifwe are unable to obtain additional
fitnding on commercially reasonable temrs orat all, we may be compelled to delay clinical studies, curtail operations or obtain funds through collaborative
arrangements that may require us to relinquish rights to certain products or potential markets.

We may require additional financing to meet significant fitture obligations. Forexample, our Share Tracking Awards Plan (STA?) awards entitle
participants to receive in cash an amount equal to the appreciation in the price ofourcornmon stock, which is calculated as the positive difference between
the closing price ofour common stock on the date ofexercise and the date ofgrant. Consequently, our STAP may require significant fitture cash payments to
participants to the extent the price ofour common stock appreciates and the number of vested STAP awards increases overtime. Ifwe do not have sufficient
fitnds to meet such obligations or the ability to secure alternative sources of financing, we could be in default, face litigation and/or lose key employees,
which could have a material adverse effect on our business.

We may not be abie to generate sufficient cash to service our indebtedness, which may have a mare-riot adverse efi'ect on ourfinancialposition, results of
operations and cashflows. In addition, we may hefiJrced to take other actions to sotisjj! our obligations in connection with our indebtedness, which
actions may not be successful.

We may borrow up to $1.0 billion underthe 2016 Credit Agreement, which matures in January 2023. Our ability to make payments on or refinance our
debt obligations, including any outstanding balance under the 2016 Credit Agreement, and any fitture debt that we may incur, will depend on our financial
condition and operating performance, which are subject to prevailing economic and competitive conditions and to certain financial, business, legislative,
regulatory and other factors beyond our control. We may be unable to maintain a level ofcash flows fi'om operating activities sufficient to permit us to pay
the principal, premium, ifany, and interest on our indebtedness. Our inability to generate sufficient cash flows to satisfy our debt obligations would
materially and adversely affect our financial position and results ofoperations.

lfwe cannot repay or refinance our debt as it becomes due, we could be forced to take disadvantageous actions, including reducing or delaying
investments and capital expenditures, disposing ofmaterial assets or operations, seeking additional debt or equity capital or restructuring or refinancing our
indebtedness. We may not be able to effect any such altemative measures, ifnecessary, on commercially reasonable terms or at all and, even ifsuccessfitl,
such actions may not be sufficient for us to meet any such debt service obligations. in addition, our ability to withstand competitive pressures and to leact to
changes in our industry could be impaired.

Irtfleratiort technology security breaches and other disruptions could compromise our infitrruation and expose its to legal responsibility which would
cause ottr business and reputation to safer.

We are increasingly dependent on information technology systems and infrastructure, much ofwhich is outsourced to third parties including in "cloud"
based platforms. in the ordinary course of our business, we collect and store sensitive data, including intellectual property, our proprietary business
information and that ofour suppliers, customers and business partners, and personally identifiable information. The secure maintenance of this infomlation is
critical to our operations and business strategy. We are subject to laws in the United States and abroad, such as the Health Insurance Portability and
Accountability Act of 1996 and European Union regulations related to data privacy, which require us to protect the privacy and security ofcertain types of
information. Our information technology and infrastructure may be vulnerable to attacks by hackers or breached due to employee error, malfeasance or other
disruptions. Such breaches could compromise sensitive and confidential information stored on our networks and expose such infomlation to public
disclosure, loss or thefi. Any
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access, disclosure or other loss of information could result in legal claims or proceedings, liability under laws that protect the privacy ofpersonal in formation,
disruption ofour operations, and damage to our reputation which could adversely affect our business.

The increasing use afsocia! media Mommas presents new risks and challenges.

Social media is increasingly being used to communicate information about our products and the diseases that our therapies are designed to treat. Social
media practices in our industry continue to evolve and regulations relating to such use are not always clear. This evolution creates uncertainty and risk of
noncompliance with regulations applicable to our business. For example, patients and others may use social media channels to comment on the effectiveness
ofa product or to report an alleged adverse event. When such disclosures occur, we may fail to monitor and comply with applicable adverse event reporting
obligations or we may not be able to defend against political and market pressures generated by social media due to restrictions on what we may say about
ourproducts. There is also a risk ofinappropriate disclosure ofsensitive information or negative or inaccurate comments about us on any social networking
website. Ifany of these events were to occur or we otherwise fail to comply with applicable regulations, we could incur liability, face overly restrictive
regulatory actions or incur other harm to our business.

Tax legislation may materially adversely nfiecr as.

Tax laws are dynamic and continually changing as new laws are passed and new interpretations of the law are issued or applied. In December 201 'i'. the
United States enacted significant changes with The Tax Cuts and Jobs Act (Tax Reform), and certain provisions ofthe new law may adversely aflect us. Many
aspects ofthe new legislation are unclear and may not be clarified for some time. As a result, our estimates ofthe impact ofTax Reform on our business are
subject to change. In addition, governmental tax authorities are increasingly scmtinizing the tax positions ofcompanies. If federal, state or foreign tax
authorities change applicable tax laws or issue new guidance, our overall taxes could increase, and our business, financial condition or results ofoperations
may be adversely impacted.

Risks Related to Our Common Stock

Theprice t’ffllfl‘ common stock can be highly volatile and may decline.

The price ol‘common stock can be highly volatile within the pharmaceutical and biotechnology sector. Consequently, there can be significant price and
volume fluctuations in the market that may not relate to operating performance. The following table sets forth the high and low closing prices ofourcommon
stock forthe periods indicated:

High Low

January 1,2017 -Decen1ber31,2017 $ 168.42 $ 114.60
January 1,2016nDecember31,2016 $ 155.54 3 9333
January 1,2015 - December31,2015 $ 188.56 $ 119.5?

The price ofour common stock could decline sharply due to the following factors, among others:

° Failure to meet our estimates or expectations, or those ofsecurities analysts;

‘ Quarterly and annual financial results;

' Timing ofenrollrnent and results ofour clinical trials;

° Announcements regarding generic or other challenges to the intellectual property relating to our products, including developments with
respect to the ANDA filed by Watson seeking approval
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fora generic version ofTyvaso and to our pending lawsuits defending our patent rights, the [PR petitions submitted by Watson related to two
ofour Tyvaso patents, and our pend ing petition for certiorari seeking review by the United States Supreme Court of the Federal Circuit
decision that upheld the decision ofthe PTAB that all claims ofone ofour patents (which patent is listed in the Orange Book for Remodulin,
Tyvaso and Oren itram) are unpatentable;

‘ Physician, patient, investor or public concerns regarding the elficacy andtor safety ofproducts marketed or being developed by us or by
others:

' Changes in, or new legislation and regulations affecting reimbursement of, ourtherapeutic products by Medicare, Medicaid or other
government payers, and changes in reimbursement policies ofprivate health insurance companies, and negative publicity surrounding the cost
ofhigh-priced therapies;

' Announcements oftechnological innovations or new products or announcements regarding our existing products, including in particular the
development ofnew, competing PAH therapies;

° Substantial sales ofour common stock by us or our existing shareholders, or concems that such sales may occur,

° Future issuances ofcon'nnon stock by us or any otheractivity which could be viewed as being dilutive to our shareholders;

' Rumors among, or incorrect statements by, investors andfor analysts concerning our company, our products, or our operations;

' Failures or delays in ourefforts to obtain or maintain regulatory approvals from the FDA or international regulatory agencies;

‘ Discovery of previously unknown problems with our marketed products, or problems with our manufacturing, regulatory, compliance,
promotional, marketing or sales activities that result in regulatory penalties or restrictions on our products, up to the withdrawal ofour
products from the market;

° Accumulation ofsignificant short positions in our common stock by hedge funds or other investors or the significant accumulation ofour
common stock by hedge fitnds or other institutional investors with investment strategies that may lead to short—term holdings; and

‘ Genera] market conditions.

Provisions ofDelaware law and our amended and restated certificate ofincorporation,fourth amended and restated try—Jaws, shareholder rights pian and
employment and license agreements, among other things, coaidprevent or delay a change ofcontroi or change in management that may be beneficial to
oarpubiic shareholders.

Certain provisions ofDelaware law and our amended and restated certificate of incorporation, fourth amended and restated by—laws and shareholder
rights plan may prevent, delay or discourage:

' A merger, tender offer or proxy contest;

' The assumption ofcontrol by a holder ofa large block ofour securities; and/or

‘ The replacement or removal of current management by our shareholders.

For example, our amended and restated certificate of incorporation divides our Board of Directors into three classes. Members ofeach class are elected for
staggered threefiyear terms. This provision may make it more difiicult for shareholders to replace the majority of directors. It may also deter the accumulation
oflarge blocks ofour common stock by limiting the voting powerofsuch blocks.
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Non-competition and all other restrictive covenants in most of our employment agreements will terminate upon a change of control that is not approved
by our Board.

Similarly, a change ofcontrol, under certain circumstances, could also result in an acceleration ofthe vesting ofoutstanding STA? awards, stock options
and restricted stock units. This, together with any increase in our stock price resulting fi'om the announcement of a change ofcontrol, could make an
acquisition ofour company significantly more expensive to the purchaser. We also have a broad‘based change ofcontrol severance program, under which
employees may be entitled to severance benefits in the event they are terminated without cause [orthey terminate theiremployment for good reason)
following a change ofcontrol. This program could also increase the cost ofacquiring ourcompany.

We enter into certain license agreements that generally prohibit our counterparties or their affiliates from taking necessary steps to acquire or merge with
us, directly or indirectly throughout the term of these agreements, plus a specified period thereafter. We are also party to certain license agreements that
restrict our ability to assign or transfer the rights licensed to us to third parties, including parties with whom we wish to merge, or those attempting to acquire
us. These agreements often require that we obtain prior consent of the counterpartics to these agreements ifwe contemplate a change of control. lfthese
counterparties withhold consent, related agreements could be terminated and we would lose related license rights. For example, both Lilly and Toray
Industries, Inc. have the right to terminate our license agreements relating to Adcirca and esuberaprost, respectively, in the event ofcertain change ofcontrol
transactions. These restrictive change ofcontrol provisions could impede or prevent mergers or other transactions that could benefit our shareholders.

Because we do not intend to pay cash dividends, our shareholders must rely on stock appreciationfor any return on their inviesttr'nerr'rt in us.

We have never declared or paid cash dividends on our common stock. Furthermore, we do not intend to pay cash dividends in the future and our2016
Credit Agreement contains covenants that may restrict us from doing so. As a result, the return on an investment in our common stock will depend entime
upon the future appreciation in the price ofourcommon stock. There can be no assurances that ourcomrnon stock will provide a return to investors.

ITEM 13. UNRESOLVED STAFF COMMENTS

None.

ITEM 2. PROPERTIES

Maryland—We own and occupy a 232,000 square foot combination laboratory and office building complex in Silver Spring, Maryland that serves as our
co-headquarters and is used for commercial manufacturing. These manufacturing activities include the synthesis of treprostinil, the active ingredient in
Remodulin and Tyvaso, and treprostinil diolamine, the active ingredient in Orenitram, as well as dinutuximab, the active ingredient in Unituxin. We also
manufacture finished Remodulin, Tyvaso and Unituxin in our Silver Spring complex. We own several other buildings in Silver Spring used principally for
office and laboratory space. We are constructing a29,000 square foot facility in Silver Spring to serve asa monoclonal antibody manufacturing site, and a
121,000 square foot facility in Silver Spring to provide additional office space.

North Carolina—We own a 380,000 square foot combination manufacturing facility and office building in Research Triangle Park, North Carolina (RTP
facility), which serves as our co-headquarters and is occupied by ourciinical research and development, commercialization and our logistics and
manufacturing personnel. We manufacture Orenitrarn tablets and we package, warehouse and distribute Remodulin, Tyvaso, Orenitram and Unituxin at this
location. We also own a l32—acre site containing approximately 330,000 square feet ofbuilding space adjacent to our RTP facility, which we use for our
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research. development and manufacturing facilities relating to our lung regeneration program, office space and for fiiture expansion.

Europe—In Germany. we lease a warehouse where we maintain inventory ofcomponents for our Tyvaso Inhalation System. The German facility includes
office and laboratory space.

District ofColumbia—We own two adjacent buildings in Washington, 13.0, which serve as office space.

Florida—We own an office building in Satellite Beach, Florida and a facility in Melbourne, Florida used as a reimbursement support call center. We are
also constructing a 75,000 square foot building in Jacksonville, Florida. to serve as a regional ex-vivo lung perfusion facility as part ofour collabolation with
the Mayo Clinic.

We believe that these facilities, along with various other owned and leased facilities, are adequate for our current operations and that additional land and
facilities for future expansion are reasonably available.

[TE M 3. LEGAL PROCE E DINGS

Please refer to Note l6—Litigation, to our consolidated financial statements, which is incorporated herein by reference.

ITEM 4. MINE SAFETY DISCLOSURES

Not applicable.
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ITEM 5. MARKET FOR REGISTRANT‘S COMMON EQUITY, RELATED STOCKHOLDER MATTERS AND [SSUER PURCHASES OF EQUITY
SECURJTIES

Market Information

Our common stock (and associated preferred stock purchase rights) trades on the NASDAQ Global Select Market under the symbol "UTHR". The table
below sets forth the high and low closing prices for our common stock for the periods indicated:

2cm 2015

High Low High Low
Januaryl-MarchBl $ 168.42 $ 135.38 $ 155.54 $ 103.47
Aprill-June30 $ 133.12 $ 118.34 $ 121.03 3 98.33
July1~Septe1nber30 S 136.81 $ 114.60 $ 129.64 $ 10173
Octoberl-December3l $ 151.28 $ 118.58 $ 145.38 5 111.68

Number of Holders

As ofFebruary 14, 2018, there were 36 holders oftecord ofour common stock.

Dividend Policy

We have neverpaid and have no present intention to pay cash dividends on ourcomrnon stock in the foreseeable filture and our 2016 Credit Agreement
contains covenants that may restrict us from doing so. We intend to retain any earnings for use in our business operations.

Issuer Purchases oquuity Securities

We did not repurchase any ofour outstanding equity securities during the three months ended December 31, 2017, as our most recent share repurchase
program was completed in September 201?.
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Comparison of Five-Year Total Cumulative Shareholder Return

The following chart shows the performance fi'om December3 l , 2012 through December 31, 201’?Ir ofour common stock, compared with an investment in
the stocks represented in each of the NASDAQ U.S. Benchmark TR Index and the NASDAQ ICB: 4577 Pharmaceutical Stock Index, assuming the investment
of$100 at the beginning of the period and the reinvestment ofdividends, ifany. 
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ITEM 6. SELECTED FINANCIAL DATA

The following selected consolidated financial data should be read in conjunction with our consolidated financial statements and the notes
accompanying the consolidated financial statements and Item 7—Management‘s Disaission and Analysis ofFinancial Condition and Results ofOperations
included in this Report. The historical results are not necessarily indicative ofresults to be expected for future periods. The following information is
presented in millions, except per share data.

Year Ended December 3|.
 2011' 21116 2015 2014 2013

Consolidated Statements ofOperations Data:
Revenues $ 1,725.3 s 1,5988 3 1,465.8 s 1,288.5 5 1,1110
Operating income 8 814.9 8 1,061.? $ 699.0 s 538.8 s 292.5
Netincome $ 4179 $ 713.7 5 651.6 $ 340.] $ 114.6

Net income per common share:
Basic“) 8 9.50 $ 16.29 8 14.17 $ 7.06 $ 3.49

Diluted“) s 9.31 s 1525 8 12.72 s 6.28 s 3.28

As at December 3!.

Consolidated Balance Sheet Data:

Cash, cash equivalents and marketable investments $ $ 1,053.1 $ 991.8 5 $
Total assets 3 2,879.4 $ 2,325.6 S 2,184.4 $ 1,884.4 $ 2,087.6
Total non~cunent liabilities $ $ 130.9 8 144.0 5 $

Total stockholders'equity $ $ 1,851.3 S 1,538.6 $ $

(1} Refer to Note lO—Srockholders’ Swim—Earnings Per Comm: Share to our consolidated financial statements for the computation
ofbasic and diluted net income per share.

ITEM '1'. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

The following discussion should be read in conjunction with ourconsolidated financial statements and related notes to our consolidated financial
statements.

Overview

Commercial Products

We currently market and sell the following commercial products:

‘ Remodm'r’n. a continuously-infused fonnulation of the prostacyciin analogue treprostinil, approved by the FDA for subcutaneous and
intravenous administration to diminish symptoms associated with exercise in PAH patients. Remodulin has also been approved in various
countries outside of the United States.

' Tyvaso, an inhaled formulation of treprostinil, approved by the FDA to improve exercise ability in PAH patients.

* Orem‘rram, a tablet dosage form oftreprostinil approved by the FDA to improve exercise capacity in PAH patients.

' Adcr'rca, an oral PDE-S inhibitor approved by the FDA to improve exercise ability in PAH patients.
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* Uniruxin, a monoclonal antibody approved by the FDA for the treatment ofhigh-risk neuroblastoma.

For additional detail regarding our commercial products, see Item l—Bttsr'ness—Clur Commercial Products.

Research and Development

We are engaged in research and development of new formulations, indications and delivery devices for our existing products. In particular, we are
developing the implantable System for Remodulin and the RemUnity system for delivery of intravenous and subcutaneous Remodulin, respectively. We are
studying Tyvaso in patients with WHO Group 3 pulmonary hypertension (which we refer to as Tyvaso‘ILD), and Orenitram in patients with WHO Group 2
pulmonary hypertension (which we refer to as ()reniLefl}. We are also studying dinutuximab in patients with small cell lung cancer. Finally, we are engaged
in studies to improve the label forthe use ofOrenittam in PAH patients, including our FREEDOM-EV study ofOrenitram in combination with background
therapy, a project we refer to as OreniPlus.

In addition, we are developing new therapies for PAH (esuberaprost, RemoPro and eNOS gene therapy). We are also heavily engaged in early-stage
research and development of a number oforgan transplantation-related technologies including regenerative medicine, xenotransplantation, biomechanical
lungs and ex-vivo lung perfirsion. Finally, we are engaged in additional, early-stage research and development efforts in PAH and other diseases. For
additional detail regarding our research and development programs, sec Item l—Brrslness—Reseorch and Development.

Revenues

Our net product sales consist ofsales ofthe five corrunercial products noted above. We have entered into separate, non-exclusive distribution agreements
with Accredo and Caremark to distribute Remodulin, Tyvaso and Orenitram in the United States, and we have entered into an exclusive distribution
agreement with ASD to distribute Unituxin in the United States. We also sell Remodulin and Tyvaso to distributors internationally. We sell Adcirca through
Lilly's pharmaceutical wholesale network. To the extent we have increased the price ofany of these products, increases have typically been in the single-digit
percentages per year, except for Adcirca, the price of which is set solely by Lilly. In 2018, we anticipate revenues will decrease as compared to 201 'r', given
the impact of anticipated genetic competition for Adcirca beginning mid-2018, as well as reimbursement challenges for our oral therapies leading to
increased utilization ofour patient assistance programs. We are investing in the development of new products and label expansions for existing products,
which we expect to result in a retum to revenue growth beginning in 2019.

We require our specialty pharmaceutical distributors to maintain reasonable levels ofinventory reserves because the interruption ofRemodulin, Tyvaso
or Orenitram therapy can be life threatening. Our specialty pharmaceutical distributors typically place monthly orders based on current utilization trends and
contractual minimum inventory requirements. As a result, sales ofRemodelin, Tyvaso and Orenitram can vary depending on the timing and magnitude of
these orders and do not precisely reflect changes in patient demand.

Operating E xpenses

Since our inception, we have devoted substantial resources to our various clinical trials and other research and development efions, which are conducted
both internally and through third parties. From time to time, we also license oracquire additional technologies and compounds to be incorporated into our
development pipeline.
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Ouroperating expenses include the following costs:

Cost ofProduct Saies

Our cost ofproduct sales primarily includes costs to manufacture and acquire products sold to customers, royalty and milestone payments under license
agreements granting us rights to sell related products, direct and indirect distribution costs incurred in the sale ofproducts, and the costs of inventory reserves
for current and projected obsolescence. These costs also include share-based compensation and salary-related expenses for direct manufacturing and indirect
support personnel, quality review and release for commercial distribution, direct materials and supplies, depreciation, facilities-related expenses and other
overhead costs. Our cost ofproduct sales for Adcirca increased significantly as a percentage ofAdcirca revenues beginning December 1, 201?, from five
percent to an effective rate ofapproximately 42.5 percent, as a result of the increased royalty and milestone payments contained in our amended license
agreement with Lilly.

Research and Dever’opment

Our research and development expenses primarily include costs associated with the research and development of products and post-marketing research
commitments. These costs also include share-based compensation and salary-related expenses for research and development firnctions, professional fees for
preclinical and clinical studies, costs associated with clinical manufacturing, facilities-related expenses, regulatory costs and costs associated with pre-FDA
approval payments to third-party contract manufacturers. Expenses also include costs forthird-pany arrangements, including upfiont fees and milestone
payments required under license arrangements for therapies under development. We have incurred, and expect to continue to incur, increased clinical trial-
related expenses, driven by the recent expansion ofour pipeline programs, which we expect will result in the enrollment ofseveral large clinical studies.

Selling. Genera! and Administrative

Our selling, general and administrative expenses primarily include costs associated with the commercialization of approved products and general and
administrative costs to support our operations. Selling expenses also include share-based compensation, salary-related expenses, product marketing and sales
operations costs, and other costs incurred to support our sales efforts. General and administrative expenses also include our core corporate support functions
such as human resources, finance and legal, external costs such as insurance premiums, legal fees, grants to non-affiliated, non-profit organizations, and other
professional service fees.

Share—Based Compensation

Historically, we granted stock options under our Amended and Restated Equity Incentive Plan (the 1999 Plan) and awards under our Share Tracking
Awards Plans (STAP). In June 2015, our shareholders approved the United Therapeutics Corporation 2015 Stock Incentive Plan (the 2015 Plan), which
authorizes the issuance of up to 6,150,000 shares ofour common stock. Following approval ofthe 2015 Plan, we ceased granting awards under the STAP and
the 1999 Plan, and we modified our equity compensation programs to grant stock options to employees who previously received STAP awards, and to grant
stock options and restricted stock units to our non-employee directors. In October 20l 'r', we also began issuing restricted stock units to employees under the
20] 5 Plan. Over time, we expect to increase the percentage ofour equity awards made to employees in the form ofrestricted stock units, instead ofstock
options. The grant date fair values of stock options and restricted stock units are recognized as share—based compensation expense ratably over their vesting
periods.
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The fair values of STAP awards and stock option grants are measured using inputs and assumptions under the Black-Scholes—Metton model. The fair
value ofrestricted stock units is measured using our stock price on the date ofgrant.

Although we have ceased granting STA? awards, we still have a significant number ofSTAP awards outstanding. We account for STAP awards as
liabilities because they are settled in cash. As such, we must re-measure the fairvalue ofSTAP awards at the end ofeach financial reporting period until the
awards are no longer outstanding. Changes in our STAP liability resulting fi'om such renmeasurements are recorded as adjustments to share-based
compensation (benefit) expense and can create substantial volatility within our operating expenses from period to period. The following factors, among
others, have a significant impact on the amount of share-based compensation (benefit) expense recognized in connection with STAP awards fi'om period to
period: (1) volatility in the price ofourcommon stock (specifically, increases in the price ofourcommon stock will generally result in an increase in our
STAP liability and related compensation expense, while decreases in our stock price will generally result in a reduction in our STAP liability and related
compensation expense); (2) changes in the number of outstanding awards; and (3) changes in the number ofvested and unvested awards.

Future Prospects

Our strategy is to grow the revenues ofour existing commercial products, including through approval ofnew andt'or improved indications, formulations
and delivery devices. These and other research and development efforts are designed to provide revenue growth in the near and medium term, while efforts
are under way to develop technologies in organ manufacturing in the longer term.

Durability to achieve these objectives and sustain our growth and profitability will depend on many factors, including among others: {1 } the timing and
outcome ofpreclinical research, clinical trials and regulatory approvals for products we develop; (2) the timing and degree ofsuccess related to the
commercial launch ofnew products; (3) the demand for our products; (4) the price ofourproducts and the reimbursement ofour products by public and
private health insurance organizations; (5) the competition we face within our industry, including competition from generic companies; {6) our ability to
effectively manage our business in an increasingly complex legal and regulatory environment; (7) ourability to defend against challenges to our patents; and
(8) the risks identified in Part I, Item [xi—Risk Factors, included in this Report.

We believe the increased use ofdual-upfront oral therapy {tadalafil and ambrisentan) following positive results of the AMBI'HON study. combined with
the launch ofUptiavi, an oral [P-receptor agonist, has delayed many patients' initiation of inhaled or infiised prostacyclin therapies, which we believe has
depressed our sales ofTyvaso and Remodulin. In addition, Uptravi competes directly with our oral prostacyclin therapy, Orenitram, which we believe has
depressed our sales ofOrenitram. Given the progressive nature ofPAH, we betieve many patients will begin taking Oren itram, Tyvaso or Remodulirt alter
their disease progresses while on these or other oral therapies, leading to increased revenue from these three products.

We operate in a highly competitive market in which a small number of large pharmaceutical companies control a majority ofavailable PAH therapies.
These pharmaceutical companies are well established in the market and possess greater financial, technical and marketing resources than we do. In addition,
there are a number of investigational products in late-stage development that, ifapproved, may erode the market share of our existing commercial therapies
and make market acceptance more difficult to achieve for any therapies we attempt to market in the future.
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Results ofOperations

Revenues

The following table presents the components oftotal revenues (dollars in millions):

Percentage Change
Year Ended December 31.
m 2017".2016 201»; v. 2:115

Net product sales:
Remodulin $ 6'109 52 602.3 $ 572.8 11.4% 5.2%

Tyvaso 372.9 404.6 470.1 (7.8% (13.9)?»
Adcirca 419.7l 372.2 278.8 12.8% 33.5%
Orenitram 185.8 1572 118.4 182% 32.8%
Unituxin 76.0 62.5 20.5 21.6% 204.9%

Other — — 5.2 —% (100.0%
Total revenues $ 1,725.3 $ 1,598.8 $ 1,465.8 ?.9% 9.1%
  

Revenues forthe year ended December 31, 2017 increased by $126.5 million as compared to the same period in 2016. Remodulin net product sales
increased by $68.6 million. with $42.4 million related to the one-time purchase ofRemodulin inventory by an international distributor, due to an expansion
ofthe distributor‘s commercial responsibilities during the third quarter. The remaining increase in Remodulin net product sales was due to an increase in the
numberofpatients being treated with Remodulin. Adcirca net product sales increased by $47.5 million primarily due to price increases, which were
determined by Lilly. Additional revenue growth resulted fioma $28.6 million increase in Orenitram net product sales due to an increase in the numberof
patients being treated with Orenitram and a $13.5 million increase in Unituxin net product sales due to an increase in the number ofvials sold and price
increases. These revenue increases were partially ofliset by a $31.}I million decrease in Tyvaso net product sales, with $11.1 million ofthe decrease due to an
additional one-time liability for estimated Medicaid rebates that we recorded during 2017 related to Tyvaso sales priorto January 1, 2017. The remaining
decrease in Tyvaso net product sales resulted from a net decrease in the numberofpatients being treated with Tyvaso, which we believe was driven by the
availability of oral prostacyclin-class therapies and the increased propensity to treat patients with multiple oral therapies earlier in their disease progression,
which can delay the need to prescribe inhaled therapies such as Tyvaso.

Revenues forthe year ended December 31, 20 [6 increased by $133.0 million as compared to the same period in 2015. Adcirca net product sales
increased by $93.4 million due to an increase in the number ofAdcirca bottles sold and Lilly—determined price increases. Unituxin net product sales
increased by $42.0 million due to the launch ofUnituxin in the third quarter of2015. Orenitram net product sales increased by 538.8 million due to an
increase in the number ofpatients being treated with Orenitram. Remodutin net product sales increased by $29.5 million due to an increase in the number of
patients being treated with Remodulin. These increases were partially offset by a $65.5 million decrease in Tyvaso net product sales due to a decrease in the
numberofpatients being treated with Tyvaso and a $5.2 million decrease in other revenues as a result ofthe sale ofour antiviral program in late 2015. We
believe the decrease in Tyvaso sales resulted limit the availability oforal prostacyclin class therapies, and increased propensity to treat patients with multiple
oral therapies earlier in their disease progression, which can delay the need to prescribe inhaled therapies.

For the years ended December 31,2017, 2016 and 2015 approximately 60 percent, 64 percent and Y2 percent, respectively, oftotal revenues were
derived from net product sales ofRemodulin, Tyvaso and Orenitram to our U.S.-based specialty pharmaceutical distributors. Remaining revenues were
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derived primarily from net product sales ofAdcirca and Unituxin and net product sales ofRemodulin to our international distributors.

The potential launch ofgeneric versions of Remodulin and Adcirca in 201 8, as described in item I—Bitsiness—Patems and Other Proprietary Rights.
Strategic Licenses and Market Exciusivior—Generic Competition, could materialty reduce our revenues fi‘om those products.

We recognize revenues net of: (l ) rebates and chargebacks; (2) prompt pay discounts; (3) allowances for sales returns; and (4) distributor fees. These are
refer to as gross-to-net deductions and are based on historical experiences and contractual and statutoryr requirements. The tables below include a
reconciliation oftlte accounts associated with these deductions (in millions):

Year Ended December SI, 2017

 

 
 

 

 

 

Rebates and Prompt Pay Allowance for Distributor
Chargehacks Discounts Sales Returns Fees Total

Balance, January 1,2017 5 46.0 $ 4.3 $ 7.7 $ 2.8 $ 60.8
Provisions attributed to sales in:

Current period 228.2 37.9 0.9 14.5 281.5
Priorperiods [3.3 — — (0.2) 13.1

Payments or credits attributed to sales in:
Current period (163.1) (33.3) — (10.9) (207.3}
Prior periods (50.4) (4.2) (1.4) (2 .8) (5 8.8)

Balance, December 31 , 20 l 'r' $ 74.0 $ 4.7 $ 7.2 $ 3.4 S 89.3

Year- Endc‘! December 3|. 2016
Rebates and Prompt Pay Allowance for Distributor
Chargehacks Discounts Sales Returns Fees Total

Balance, January 1,2016 3 44.6 $ 3.9 $ 5.3 $ 2.6 5 56.4
Provisions attributed to sales in:

Current period 206.3 36.9 3 .2 12 .6 259.0
Prior periods 4.0 — — — 4.0

Payments or credits attributed to sales in:
Current period (164.?) (32.7) — (9.8) {202.2}
Prior periods (44.2) (3 .8) (0.8) (2 .6) (5 1.4)

Balance, December 31,2016 $ 46.0 $ 4.3 $ 7.7 $ 2.8 S 60.8

\"t-ar Emir-d December 3|. 2015
Rebates and Prompt Pay Allan-ante for Distributor
Chargehacks Discounts Sales Returns l'ees Total

Balance, January 1, 2015 $ 31.6 8 3.3 $ 4.0 $ 0.6 $ 39.5
Provisions attributed to sales in:

Current period 171.6 33.5 2.7 9.8 217.6
Priorperiods — — 0.3 (0.3) —

Payments or credits attributed to sales in:
Current period (123 .9) (29.6) (7 .2) (160. T}
Priorperiods (34.7) (3.3} (l—.7} (0.3) (40.0)

Balance, December3] , 2015 44.6 $ 3 .9 $ 5.3 $ 2 .6 S 56.4
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Cost ofProdrtct Sales

The table below summarizes cost ofproduct sales by major category (dollars in millions):

Pemntagl.‘ ChangeYear Ended December 3].

  

m 20:? v. 20m 20m v. 20:5

Category:
Costofproductsales $ [03.1 $ 72.1 $ 60.2 43.0% 19.8%

Share-based compensation expense“) 2.6 0.6 8.8 333.3% (93.2%
Total costofproductsales $ [05.7 $ 72.7 $ 69.0 45.4% 5.4%  

(I ) Referto Share-Based Compensation Expense section below for discussion.

Cos: ofPron’uct Sales. The increase in cost cfproduct sales of$3 1.0 million forthe year ended December 31, 2017 as compared to the same period in
2016, was primarily attributable to a $21.9 million increase in royalty expense for Adcirca. As a result ofan amendment to our license agreement with Lilly,
ourroyalty rate on net product sales ofAdcirca increased from five percent to an effective rate ofapproximately 42.5 percent effective December 1 , 2017. The
remaining increase in cost ofproduct sales was primarily attributable to an increase in sales.

The increase in cost ofproduct sales of$11.9 million forthe yearended December 31, 2016 as compared to the same period in 2015. was primarily
attributable to increased sales.

Research and Devez'Opmenr Expense

The table below summarizes research and development expense by major category (dollars in millions]:

Percentage Change
Year Ended Ducamherlil.

  

m 2017 v. 2015 2015 v. 2015

Category:
Research and development projects 5 256.4 5 157.6 3 157.4 62.7% 0.1%

Share-based compensation expense (benefit)(n 8.2 (10.0) 87.7 132.0% (11 1.4)9/u
Total research and development expense 3 264.6 5 147.6 $ 245.] 79.3% (39.8}% 

(1 ) Refer to Share-Based Compensation Expense section below fiJr discussion.

Research and development projects. The increase in research and development projects of$98.8 million for the twelve months ended December 3] ,
2017, as compared to the same period in 2016, was driven by the expansion ofourpipeline programs to treat cardiopulmonary disease and cancer and to
develop technologiesin organ manufacturing. Research and development expense forthe treatment ofcardiopulmonary diseases increased by 538.4 million
forthe twelve months ended December31, 201 'r', as compared to the same period in 2016, due to increased spending on several clinical and non-clinical
studies, including FREEDOM—Eli WCREASE and SOU'IHPA W, on the development ofnew drug products, including RemoPro, and drug delivery device
developments, including the Implantable System for Remodulin and the RemUnity system. The increases in research and development expenses were
partially offset by a decrease in expenses for esuberaprost formulation and the related BEATstudy, as the clinical trial is fully enrolled. Research and
development expense for cancer-related projects increased by $21.3 million for the twelve months ended December 3 l , 2017, as compared to the same period
in 20 i 6, due to an increase in spending on the DISTHVCTstudy. Research and development expenses for organ manufacturing projects increased by
$36.3 million fiJr
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the twelve months ended December 31, 2017, as compared to the same period in 2016, due to increased preclinical work on technologies designed to
increase the supply and distribution of transplantable organs and ti ssues.

Selling. General and Administrative Expense

The table below summarizes selling. general and administrative expense by major category (dollars in millions):

Percentage ChangeYear Ended December 31.

  
  

m lfll'i v.2016 2016 \'. 2015

Category:
General and administrative $ 203.] $ 2 {0.7 $ ”4.6 (3.6}% 20.?%
Sales and marketing 64.3 84.6 94.3 (24.0)“.6 {10.3)%

Share-based compensation expense“) 62.7 2: .5 183.8 191 .6% g33.3)%
Total selling, general and aduu'nistrative expense $ 330.1 5 316.8 $ 452.7 4.2% 130.0)%

(I ) Referto Share-Based Compensation Expense section below for discussion.

General and administrative. The decrease in general and administrative expenses of$7.6 million for the year ended December 31, 20] 'i, as compared
to the same period in 2016, primarily resulted fi'orn: {1} a $32.0 million decrease in grants to non-affiliated. non-profit organizations that provide financial
assistance to patients with PAH; and (2) a $9.3 million decrease ofexpert ses in connection with the disposition and write down ofvarious properties in 2016.
The decrease was partially ofi‘set by: (l) a $9.4 million increase in legal fees incurred in connection with intellectual property litigation and the D03
investigation ofour support of501 (c){3} organizations that provide financial assistance to patients; (2) a $9.2 million increase in compensation due to an
increase in staffing; and (3) a $6.5 million increase in consulting expenses.

The increase in general and administrative expenses of$36.l million forthe yearended December-3 l, 2016. as compared to the same period in 2015,
primarily resulted fi'om a $20.0 million increase in grants to non-affiliated, non-profit organizations that provide financial assistance to patients with PAH;
and $9.3 million increase ofexpenses in connection for disposition and write down ofvarious properties.

Sales and marketing. The decrease in sales and marketing expenses of$20 .3 million for the year ended December 31, 201?, as compared to the same
period in 2016. primarily resulted from a $11.3 million decrease in compensation and related costs associated with the 2016 consolidation ofour sales and
marketing staff.

The decrease in sales and marketing expenses of$9.7 million for the yearended December 3 l , 2016 as compared to the same period in 2015, primarily
resulted fi'orn an overall decrease in general spending on sales and marketing activities as we consolidated oursales and marketing staffin the last halfof
2016.
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Share—Based Compensation Expense

The table below summarizes share-based compensation expense (benefit) by major category (dollars in millions]:

Percentage ChangeYear Ended December 31.

 
   

m 2011 v. runs zrm. v. zols

Category:
Stock options 3 43.0 $ 24.8 $ 4.9 3.4% 406.1%
Restricted stock units 2.2 1.1 — 100.0% 100.0%

Share tracking awards plan 27.1 (15.2) 274.2 278.3% (105.5)%
Employee stock purchase plan 1.2 1.4 1.2 (14.3)% 16.7%

Total share—based compensation expense 5 73.5 $ 12.1 $ 280.3 50?.4% 595.7)%

The table below summarizes share-based compensation expense (benefit) by line item on our consolidated statements ofoperations (dollars in millions):

mYear Ended Decemberal.

   

m rim v. 2015 1016 v. 2015

Cost ofproduct sales 5 2.6 $ 0.6 S 8.8 333.3% (93 2)%
Research and development 8.2 (10.0) 87.7 182.0% (I l 1.4)%
Selling, general and administrative 62.7 21.5 183.8 191.6% {8 8.3 Pa

Total share—based compensation expense 5 73.5 $ 12.1 $ 280.3 50?.4% [95.11%
   

Snare-based compensation. The increase in share-based compensation of$61 .4 million forthe year ended December3 l, 2017, as compared to the same
period in 2016. was primarily due to: (l ) a $42.3 million increase in STAP expense related to an increase in our stock price during 201 T and the continued
vesting ofoutstanding awards; and (2) an $18.2 million increase in stock option expense due to additional awards granted and outstanding in 2017. We
expect the share-based compensation for restricted stock units to increase in the future as additional restricted stock units are granted. Refer to Note 9—
Share-Bosed Compensation for more infomration.

The decrease in share-based compensation of$268.2 million for the yearended December 3 I , 20 l 6, as compared to the same period in 2015, was
primarily due to a $289.4 million decrease in STAP expense related to a decrease in our stock price during 2016, partially offset by a $19.9 million increase
in stock option expense due to additional awards granted and outstanding in 20 I 6.

Gain on Sale ofIntangible Asset

In September2015, we sold for5350.0 million in cash the Rare Pediatric Priority Review Voucher (PPRV) we received fi'om the FDA in connection with
the approval ofUnituxin. The proceeds from the sale ofthe PPRVwere recognized as a gain on the sale ofan intangible asset, as the PPRV did not have a
carrying value on our consolidated balance sheet at the time ofsale.

Settlement ofLoss Contingency

In December 20 l 'I, we entered into a civil Settlement Agreement with the US. Govemment to resolve a D0} investigation related to our support of
501(c)(3) organizations that provide financial assistance to patients. During the second quarterof201'1r', we recorded a $210.0 million accrual relating to this
matter, and ultimately paid this amount, plus interest, to the U.S. Government upon settlement. This matter is described in more detail in Note lé—Lr’r‘r’gar‘r’on
—Department ofJustice Subpoena, to our consolidated financial statements.
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Impairment of Cost Method Investments

During the year ended December 31, 201 'r', we recorded $49 .6 million of impairment charges related to our cost method investments in privately-held
companies. There were no such impairment charges in the years ended December31, 2015 and 2016.

Income Tax Expense

The provision for income taxes was $351.6 million for the year ended December 3] , 20 I 7, compared to $346.5 million for the same period in 2016. The
change in the provision for income taxes was primarily due to a charge for the revaluation ofdeferred taxes due to the lower future corporate tax rate enacted
by Tax Reform, and increases in nondeductible items, partially offset by a decrease in net income before taxes. The provision for income taxes was
$346.5 million for the yearended December3 l, 2016 compared to $392.8 miilion forthe yearended 20 I S. The decrease in the provision for income taxes
between those years resulted primarily from a decrease in non-deductible compensation related to the STAP awards resulting from a decrease in our stock
price from December 31, 2015 to December 31, 2016. Forthe years ended December 31, 2017, 2016 and 2015, the effective tax rates were approximately
46 percent, 33 percent and 38 percent, respectively. For additional details, referto Note [l—lncome Taxes to our consolidated financial statements.

Tax Reform has multiple provisions that impact our tax expense. The significant impacts ofTax Reform include a reduction in the US. federal corporate
tax rate from 35 percent to 2] percent, a requirement for companies to pay a one-time transition tax on earnings ofcertain foreign subsidiaries that were
previously tax deferred, additional limitations on deductions for executive compensation, the opportunity to frilly expense (take 100 percent bonus
depreciation)qualified property,reduction ofthe Orphan Drug Credit, repeal ofthe Section I99 deduction for domestic manufacturing activities, and
creation ofnew taxes on certain foreign-sourced earnings.

On December 22, 201 Y, the SEC staffissued StalTAccounting Bulletin No. l [8 to address the application ofU.S. GAAP in situations when a registrant
does not have the necessary information available, prepared, or analyzed in reasonable detail to complete the accounting for certain income tax effects ofTax
Reforrrl. As a result ofehanges under Tax Reform, we have recognized a provisional amount of$Tl .0 million ofadditional tax expense in ourconsolidated
financial statements forthe year ended December 31, 201 '.-'. The additional tax expense is primarily due to the revaluing ofour ending net deferred tax assets
at December3 l, 201 'r' because of the reduction in the US. corporate income tax rate under Tax Reform. While we have substantially completed our
provisional analysis of the income tax eHects ofTax Reform, and recorded a reasonable estimate ofsuch effects, the ultimate impact may differ from these
provisional amounts, possibly materially, due to, among other things, further refinement ofour calculations, additional analysis, changes in assumptions, and
actions we may take as a result ofTax Reform.

Going forward, we expect to see a decrease in our effective tax rate as a result ofTax Reform, principally driven by the reduced federal corporate tax rate,
partially ofl‘set by added limitations on deductions for executive compensation, reduction of the Orphan Drug Credit and repeal of the Section 199
deduction.

Share Repurchase

In April 2017, our Board ofDirectors approved a share repurchase program authorizing up to $250.0 million in aggregate repurchases ofour common
stock. Pursuant to this authorization, in May 2017, we paid $2 50 .0 million upon entering into an accelerated share repurchase agreement (ASR) with
Citibank, NA. (Citibank). Pursuant to the terms of the ASR, in June 201 'i', Citibank delivered to us approximately I .1? million shares ofour common stock,
representing the minimum number ofshares we
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were entitled to receive underthe ASR. Upon termination ofthe ASR in September 2017, Citibank delivered to us approximately 0.3 million additional
shares ofourcomrnon stock.

Financial Condition, Liquidity and Capital Resources

We have filnded our operations principally through sales ofour commercial products and. fiom time-to-time, thirduparty financing arrangements. We
believe that our current liquidity is sufficient to find ongoing operations and fiJture business plans as we expect long-term demand for ourcommercial
products other than Adcirca to continue to grow. Furthermore, our customerbase remains stable and we believe it presents minimal credit risk. However, any
projections offuture cash flows are inherently subject to uncertainty and we may seek other forms offinancing. In January 2016, we entered into our 2016
Credit Agreement, which provides an unsecured, revolving line ofcredit ofup to $ l .0 billion, with a current maturity date ofJanuary 2023, ofwbich
$250.0 million was drawn and outstanding as of December 3] , 2017. See Unsecured Revolving Credit Facility below for further details.

Cash and Cast: Equivnients and Markerabie Investments

Year Ended Percentage
December 3|, Changezort 20m 201? \'. 2016

Cash and cash equivalents $ 705.1 $ 1,023.0 (31 .l)%
Marketable investments—current 222.3 2?.8 699.6%
Marketable investments—non-current 502.7 2.3 NM( 1)

Total cash and cash equivalents and marketable investments 5 1,430.1 $ 1,053.1 35.8%
 

(1) Calculation is not meaningfiil.

The net increase in our cash and cash equivalents and marketable investments was primarily due to: (I ) $4'i4.2 million in cash generated fi‘om
operations; and [2) $399 million ofproceeds from the exercise ofstock options, partially offset by: (I ) $86.3 million in cash paid to purchase property, plant
and equipment; and (2) $60.4 million in cash used to purchase investments in privately-held companies,

Cash Flows

Percentage ChangeYear Ended DmmhchI,
201? 2016 2015 2011 v. 2016 zols v. zols

Net cash provided by operating activities $ 474.2 $ 643.6 S 382.8 (26.3 }% 63.1%
Net cash (used in} provided by investing activities $ (835.6) $ 48.3 $ 503.6 NM“) (90.4)%
Net cash provided by (used in) financing activities $ 43.3 $ (497.?) 5 (447.0) 108.7% (11.3)%

(I) Calculation is not meaningful.

Operating Activities

Ouroperating assets and liabilities consist primarily ofaccounts receivable, inventories, accounts payable and accrued expenses, which include share—
based compensation arrangements.

The decrease of$169.4 million in net cash provided by operating activities for the year ended December3 1, 201'.i compared to the year ended
December 3] , 2016 was primarily due to:
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{1) $210.0 million paid to settle a loss contingency; and {2) a $78.4 million net cash outflow due to changes in other operating assets and liabilities. The
decrease was partially ofiset by: (1}a $126.5 million increase in revenues during the year, which resulted in higher cash collections; and (2) a $15.5 million
decrease in cash paid for income taxes due to timing ofpayments.

The increase of$260.8 million in net cash provided by operating activities for the year ended December 31. 2016 compared to the year ended
December 31, 20 I 5 was primarily due to: {l } a $133.0 million increase in revenues during the year, which resulted in higher cash collections; and (2) a
$179.3 million increase in cash flows due to a decrease in cash paid to settle STAP award exercises, partially offset by a $69.1 million increase in cash paid
forincometaxes.

In vesting Activities

The increase of$883.9 million in net cash used in investing activities forthe yearended December 3], 2011:r compared to the year ended December 31,
2016 was primarily due to: (I ) a $826.9 million increase in cash used fornet purchases ofavailable—for-sale, heldsto—rnaturity and other investments; (2} a
$48.3 million increase in cash paid to purchase property, plant and equipment; and (3) a $24.4 million increase in cash paid to purchase investments held at
cost. The increase in cash used was partially offset by $8.3 million in proceeds from the sale ofproperty, plant and equipment.

The decrease of$4553 million in net cash provided by investing activities forthe year ended December 31, 2016 compared to the year ended
December 31, 2015 was primarily due to: (1} a $350.0 million decrease in cash due to the sale ofour PPRV in September 2015. which did not recur in 2016;
and (2) a $128.0 million decrease in cash provided by the net maturities ofheid-to-maturity and other investments. The decrease in cash used was partially
ofiset by: (1) a $16.1 million decrease in cash paid to purchase investments heid at cost; and (2) a $1 1.8 million decrease in cash paid to purchase property,
plant and equipment.

We will need to construct additional facilities to support the development and commercialization ofourproducts and technologies. We have budgeted
for capital expenditures ofapproximately $25 0.0 million over the next three years.

Financing Activities

The increase of$541.0 million in net cash provided by financing activities forthe year ended December 31. 201'}Ir compared to the year ended
December 31, 2016 was primarily due to: (1} $250.0 million in proceeds fi'om borrowing under ourline ofcredit used to firnd the ASR described in Note 7
—Debt—Unsecured Revoivr'ng Credit Fociiiry, to our consolidated financial statements; (2) a $250.0 million decrease in repurchases ofour common stock;
and (3) a $32.2 million increase in proceeds from stock option exercises.

The increase of$50.'i' million in net cash used in financing activities for the year ended December 31, 2016 compared to the year ended December 3] ,
2015 was primarily due to: (l ) a $105.5 million increase in repurchases ofourcommon stock; and (2) a $63.] million decrease in proceeds from stock option
exercises including excess tax benefits from share based compensation. The increase in cash used was partially offset by a $1116 million decrease in debt
related payments.

In October 2015, our Board of Directors authorized a new program for the repurchase ofup to $500.0 million ofour common stock in open or privately
negotiated transactions, at our discretion. This program was effective from January 1, 2016 to December3 1, 2016. In the aggregate, we repurchased
approximately 4.2 million shares ofcornmon stock under this program for $500.0 million.

In June 2014, our Board ofDirectors authorized the repurchase ofup to $500.0 million ofourcommon stock. In the aggregate, we repurchased
approximately 3.3 million shares ofcomrnon stock under this program for $500.0 million during 2014 and 2015.
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Unsecured Revolving Credit Facility

In January 2016, we entered into the 2016 Credit Agreement, providing for an unsecured revolving credit facility ofup to 51.0 billion. In accordance
with the terms ofthe 2016 Credit Agreement, in January 20 l 7 and in January 2018, we extended the maturity date ofthe 2016 Credit Agreement by one year
to January 2022 and January 2023, respectively. On June l. 201?. we borrowed $250.0 million under this facility and used the funds to initiate the
accelerated share repurchase program noted above. As we no longer intend to repay the full outstanding balance within one year. the balance has been
reclassified from short-term to long~tenn within the consolidated balance sheets. Refer to Note 7—Debt—Unsecured Revolving Credit Facility, to our
consolidated financial statements.

Secured Line ofCredit

In 2013, we entered into a one—year credit agreement (the 20] 3 Credit Agreement) with Wells Fargo for a $75.0 million revolving loan facility. In each of
July 20 t4 and July 2015, we amended the 2013 Credit Agreement solely to extend its maturity to September 30 0f2015 and 201?, respectively. In January
2016, we terminated and repaid in full all obligations under the 2013 Credit Agreement when we entered into the 2016 Credit Agreement.

Convertible Senior Notes

In October 201], we issued the Convertible Notes with an aggregate principal value of$250.0 million. Upon maturity ofthe Convertible Notes in
September 2016, we firlfilled all remaining settlement and repayment obligations.

Contractual Obligafio us

At December 31. 20] 'i, we had the following contractual obligations (in miiiions):

Pavmt-nls Due bv Period

 

Less than More than
Total lvear 2 - 3 Years 4 - 5 Years 5 Years

Operating lease obligations S 6.? S 3.4 $ 1.6 $ 1.3 $ 0.4

Long-term debt obligations“) 295.8 9.2 18.3 268.3 —
Obligations underthe snip“) 231.7 231.3 0.4 — —

Obligations underthe SERPU) 93.2 16.4 5.3 — 71.0

Purchase obligations“) 550.4 463.9 76.0 6.5 4.0

Totalls) s 1,1778 3 724.2 s 102.1 s 276.1 s 75.4
 

(1] Long»ten'n debt obligations include firture interest payments on our LFBOR—based variable rate obligations under the 2016 Credit
Agreement. We extended the maturity date of the 2016 Credit Agreement by one year in January 2018 to extend its maturity to
January 2023. Refer to Note ”ii—Debt to our consolidated financial statements for further details.

(2] Estimated based on the intrinsic value ofoutstanding STAP awards vested and expected to vest, assuming that unvested awards will
be exercised immediately upon vesting. Refer to Note 9—Siiare—based Compensation to our consolidated financial statements for
firrther details.

(3) Consists ofactuarially derived, estimated future payouts ofbenefits. Refer to Note lit—Employee Benefit Plans—Supplemental
Executive Retirement Plan to our con solidated financial statements for fiarther detai ls.

(4) Purchase obligations primarily include: (i) corruuitments related to research and development (including clinical trials} for new and
existing products; (ii) open purchase orders for capital
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expenditures; and (iii) open purchase orders forthe acquisition ofgoods and services in the ordinary course ofbusiness. Our
obligation to pay certain of these amounts may be reduced based on certain fiiture events.

(5] In addition to amounts in the table above, we are contractually obligated to pay additional amounts upon the achievement of various
development, regulatory and commercial milestones for agreements we have entered into with third parties. These payments are
contingent upon the occurrence ofvarious future events, some ofwhich have a high degree ofuncertainty ofoccun'ing. These
contingent payments have not been included in the tabie above, and, except with respect to the fair value of the contingent
consideration obligations, are not recorded on our consolidated balance sheets.

Tardy License Obligations

In 2000, we entered into a license agreement with Toray to obtain exclusive rights to develop and market beraprost. a chemically stable oral prostacyc] in
analogue, in a sustained release formulation in the United States and Canada for the treatment ofall cardiovascularindications. Pursuant to a 2007
amendment to this agreement, we issued Toray 200,000 shares ofour common stock. Toray has the right to request that we repurchase these shares (which
have since split into 400,000 shares} upon 30 days prior written notice at the price 0827.21 per share. To date, Toray has not notified us that it intends to
require us to repurchase these shares. In 201 l, we amended this agreement to reduce the royalty rates in exchange for a total of55 0.0 million in equal, non-
refimdable payments to Toray overthe five-year period ending in 201 5. As ofDecemberJ l , 2015, this obligation was firlly satisfied. In March 2017, we
amended our license agreement with Toray to further reduce the royalty rate to singie digits in exchange for a commitment to make milestone payments to
Toray in the event that we do not achieve certain clinical and regulatory events by certain dates.

Obligations Under License and Assignment Agreements

Historically, we paid Lilly a five percent royalty on net product sales ofAdcirca. In May 20 t T, we amended our license agreement with Lilly relating to
Adcirca. As a result ofthis amendment, beginning December 1, 2017, our royalty rate on net product sales ofAdcirca increased from five percent to ten
percent and we are requin to make milestone payments to Lilly equal to $325,000 foreach $1,000,000 in net product sales. We pay a single-digit
percentage royalty based on net product sales of Orenitrarn under our license agreement with Super-nus. We also pay The Scripps Research Institute a one
percent royalty on sales ofUnituxin. We have entered into other license rights arrangements under which we are required to make milestone payments upon
the achievement ofcertain developmental and commercialization objectives and royalty payments upon the commercialization ofrelated licensed
technology.

Off-Bale nee Sheet Arrangements

We do not have any elf-balance sheet arrangements within the meaning ofItem 303(a)(4) ofRegulation S-K.

69

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, |PR2017-01621

Page 70 of 213



WEEK

Summary ofCritical Accounting Policies and Estimates

We prepare our consolidated financial statements in con fon'nity with generaily accepted accounting principles in the United States (GAAP). GAAP
requires that we make estimates and assumptions that affect the amounts and timing reported in our consolidated financial statements. As we become aware of
updated information or new developments, these estimates and assumptions may change and materially impact reported amounts. We consider the following
accounting policies to be critical to ourconsolidated financial statements because they require the use ofourjudgment and estimates (including those that
are forwardnlooking) in their application.

Revenue Recognition

We generate revenues from the sale ofour five commercial products: Remoduiin, Tyvaso, Orenitram, Unituxin and Adcirca. Revenue is recognized when
title and the risks and rewards ofownership have transferred to our distributors, which is generally when our product is delivered to the distributor‘s location.
These revenues are subject to various product sales allowances, referred to as gross-to-net deductions, which are deducted from revenues to determine net
product sales. Fora description ofour related accounting policies, refer to Note 2—Summary ofSignUicrrnt Accounting Policies—Revenue Recognition in
the consolidated financial statements.

The following categories ofgross-to-net deductions involve the use ofsignificant estimates andjudgrnents and information obtained from external
sources.

Rebates and Chargebacks

Our most significant rebates relate to our participation in state Medicaid programs and contractual rebates offered to managed care organizations
covering Medicare Part D and commercial plans. Chargebacks relate to our participation in programs with the US. Department ofVeterans Affairs and 34GB
covered entities. Although we accrue for our allowance for rebates and chargebacks in the same period that we recognize revenue, the actual rebate or
chargeback on the sale ofour product to a distributor is not invoiced to us until a future period, generally within six months from the date ofsale. Due to this
time lag, we must estimate the amount ofrebates and chargebaclts to accrue. As ofDecernber3 !, 2017, we had a $74.0 million liability related to rebates and
chargebacks.

Estimates associated with our participation in state Medicaid programs are particularly susceptible to adjustment given the extensive time lag that may
occurbetween our recording ofan accrual and its ultimate invoicing by individual state Medicaid programs, which can occur up to several years alter the sale
ofour product. Because of the time lag for Medicaid and other rebates, in any particular quarter, our adjustments may incorporate revisions ofaccruals for
prior quarters. Historically, adjustments to our estimates to reflect actual results or updated expectations have not been material to our overall financial
results, Provisions attributed to sales in prior periods have been less than one percent ofour net product sales for each ofthe years ended December 31, 201?,
2016 and 2015.

Allowancefor Sales Returns

The sales terms for Adcirca and Unituxin include return rights; however, we have not recorded an allowance for returns ofUnituxin because our historical
returns have been insignificant. For our sales ofAdcirca, we record an allowance for returns in the same period that we recognize revenue. Return rights
extend throughout the distribution channel and allow for returns ofexpired product for up to 12 months past the product's expiration date. As there are
generally 24 to 36 months from the initial sale of‘Adcirca to its expiration date, we must estimate the amount ofproduct that will be returned. Historically,
actual returns have not difl‘ered materially from our estimates, and have been less than one percent ofour net product sales for each of the years ended
December31,2017,2016 and 2015.
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Following the loss ofexclusivity for Adcirca in the second quarter of201 8, we may experience an elevated level ofproduct returns as product inventory
remaining in the distribution channel expires.

For a roll—forward of the liability accounts associated with our grosstomet deductions, see Part H—Item 7—Management‘s Disaussion and Analysis of
Financial Condition and Results ofOperotr’ons—Resttlts ofOpemtions—Revemtes.

Snare-Based Compensation

Our sharembased awards are classified as either liabilities (STAP awards) or as equity {stock options, restricted stock units and rights to purchase stock
under our employee stock purchase plan). We recognize related share—based compensation expense based on the fair value ofoutstanding STAP awards on
the grant date and at the end of each reporting period, and based on the grant date fair value ofstock options and restricted stock units. With the exception of
restricted stock units, we estimate the fair value ofall share—based awards using the Black~Scholes-Merton valuation model. We measure the fair value of
restricted stock units using the stock price on the grant date. Valuation models, tike the Blacancholes-Merton model, require the use ofsubjective
assumptions that could materially impact the estimation offair value and related compensation expense to be recognized. These assumptions include the
expected volatility ofour stock price and the expected term ofawards. Developing these assumptions requires the use ofjudgment. For additional
information on the assumptions used in the BIack-Scholes—Merton valuation model, see Note 9—Share—Based Compensation, to our consolidated financial
statements.

Effective January 1, 201?, we adopted the provisions of ASU 2016-09, Compensation—Stock Compensation. As part of the adoption, we established an
accounting policy election to account for forfeitures of share-based awards when they occur. Upon adoption, we recognized a cumulative-efi'ect adjustment
for the removal of the forfeiture estimate with respect to awards that were continuing to vest as ofJanuary I, 201 T. The adjustment resulted in a decrease to
retained earnings of$5 .8 million, which is net ofa $3 .2 million tax benefit. Refer to Note 3—Recently issued Accounting Standards—Accounting Standards
Adopted 1910'le 20! 7, to our consolidated financial statements.

Performance—Based Stock Options

In March 2017, we began issuing stock options with performance conditions under the 20 I 5 Plan. The awards have vesting conditions tied to the
achievement ofspecified performance conditions. The performance conditions have target performance levels that span from one to three years. Throughout
the performance period, we re-assess the estimated performance and update the number ofperformance-based awards that we believe will ultimately vest.
Upon the conclusion of the performance period, the performance level achieved will be measured and the ultimate number ofshares that may vest will be
determined. The estimation offirture performance requires the use ofjudgment. Share-based compensation expense for these awards is recorded ratably over
their vesting period, depending on the specific terms of the award and achievement of the specified performance conditions. During 2017, we granted
0.9 million stock options with performance vesting conditions with a total grant date fair value of $53.9 million assuming achievement of target performance
levels.

Investments Held at Cost

We have investments in several privately-held companies that have a strategic connection to our business, most ofthem in the form ofpreferred stock
investments. We account for most of these investments in privately-held companies under the cost method ofaccounting because we own less than
20 percent ofthe companies' outstanding voting shares and do not have significant influence overtheiroperations. Realization ofour equity position in
these companies is uncertain. We review these investments individually forimpairment by evaluating ifevents orcircumstances have occurred that may
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have a significant adverse effect on their fair value. If such events or circumstances have occurred, we will estimate the fair value of the investment and
determine ifany decline in the fair value ofthe investment below its carrying value is other-than-temporary. In such cases, the estimated fair value ofthe
investment is determined using unobservable inputs including assumptions by the company's management. Because several of these companies are in the
early startup or development stages, these entities are subject to potential changes in cash flows, valuation, and inability to attract new investors which may
be necessary forthe liquidity needed to support their operations. Ifwe determine that a decline in value in an investment is other-than-ternpot‘aryr, we
recognize an impairment loss in the period in which the otherAtban~temporary decline occurs. It" facts and circumstances change, we could be required to
account for one or more ofthese investments under the equity method ofaccounting or consolidate the company‘s operations for financial accounting
purposes.

Income Taxes

Income taxes are accounted for in accordance with the asset and liability method. Under this method, deferred tax assets and liabilities are determined
based on the difl'erence between the financial statement carrying amounts and tax bases ofassets and liabilities, using enacted tax rates in effect for years in
which the temporary difi'erences are expected to reverse. A valuation allowance is applied against any net deferred tax asset if based on the available
evidence, it is more likely than not that some or all ofthe deferred tax assets will not be realized.

We recognize the benefit ofan uncertain tax position that has been taken orthat we expect to take on income tax returns only if such tax position is more
likely than not to be sustained. The benefit recognized is measured as the largest amount that has a greater than 50 percent likelihood ofbeing realized upon
settlement. The ultimate resolution ofuncertain tax positions could result in amounts different from those recognized in our consolidated financial
statements.

Recently Issued Accounting Standards

See Note 3—Recentt'y Issued Accounting Standards, to our consolidated financial statements for information on our anticipated adoption ofrecently
issued accounting standards.

ITEM 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

As ofDecember 31, 20] 7, we have invested $766.7 million in corporate-debt securities and federally-sponsored agencies. The market value of these
investments varies inversely with changes in prevailing market interest rates. In general, as interest rates increase, the market value ofa debt investment
would be expected to decrease. Conversely, as interest rates decrease, the market value ofa debt investment would be expected to increase. To date, we have
not experienced significant volatility in the value ofthese investments. However, to address market risk, we invest in debt securities with terms no longer
than three years and typically hold these investments to maturity so that they can be redeemed at their stated or face value. Many of our investments may be
called by their respective issuers priorto maturity. The following table summarizes the expected maturities and weighted average interest rates as of
December 31, 201’?Ir (dollars in millions}:

Exp Med Mnlu ritv2018 2019 2020

Held-to-rnaturity investments $ 27.7 $ 1.6 $ —
Av ai lablenfo r—sale investments 236.3 3 84.3 1 16.8

Weighted average interest rate 1.4% 1.9% 2.0%

During sustained periods of instability and uncertainty in the financial markets, we may be subjected to additional investment-related risks that could
materially affect the value and liquidity of

T2
 

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, |PR2017-O1621

Page 73 of 213



W15.

our investments. In light of these risks, we actively monitor market conditions and developments specific to the securities and security classes in which we
invest. In addition, we believe that we maintain a conservative investment approach in that we invest exclusively in unstructured, highly—rated securities with
relatively short maturities that we believe reduce our exposure to undue risks. While we believe we take prudent measures to mitigate investment related
risks, such risks cannot be fiilly eliminated, as circumstances can occur that are beyond ourcontrol.

As ofDecember 31, 2017, we had $250.0 million outstanding on our unsecured revolving credit facility which includes a variable interest rate
component. As a result, we are subject to interest rate risk with respect to such floating-rate debt. A 100 basis point increase in the variable interest rate
component ofour borrowings would increase our annual interest expense by approximately $2.5 million or 28 percent.
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Report of Independent Registered Public Accounting Firm

To the Shareholders and the Board ofDirectors of

United Therapeutics Corporation

Opinion on the Financial Statements

We have audited the accompanying consolidated balance sheets of United Therapeutics Corporation (the Company) as ofDecember 31. 201? and 2016,
and the related consolidated statements ofoperations, comprehensive income, stockholdersI equity and cash flows for each of the three years in the period
ended December 31, 201?, and the related notes and financial statement scheduie iisted in the Index at ltem 15(a)(2) (collectively referred to as the
"consolidated financial statements“). In our opinion, the consolidated financial statements present fairly, in all matelial respects, the financial position of the
Company at December3 l, 2017 and 2016, and the results of its operations and its cash flows for each of the three years in the period ended December 31,
20] 7, in conformity with U.S. generally accepted accounting principles.

We also have audited. in accordance with the standards of the Public Company Accounting Oversight Board [United States) (PCAOB), the Company's
internal control over financial reporting as ofDecember3 l, 201 7’, based on criteria established in Internal Control-Integrated Framework issued by the
Committee of Sponsoring Organizations ofthe Treadway Commission (2013 fi'amework) and our report dated February 21, 2018, expressed an unqualified
opinion thereon.

Basis for Opinion

These financial statements are the responsibility of the Company's management. Our responsibility is to express an opinion on the Company's financial
statements based on our audits. We are a public accounting film registered with the PCAOB and are required to be independent with respect to the Company
in accordance with the US. federal securities laws and the applicable rules and regulations of the Securities and Exchange Commission and the PCAOB.

We conducted our audits in accordance with the standards of the PCAOB. Those standards require that we plan and perform the audit to obtain
reasonable assurance about whether the financial statements are fiee ofmatcriai misstatement, whether due to error or fraud. Our audits included performing
procedures to assess the risks of material misstatement of the financial statements, whether due to error or fraud, and performing procedures that respond to
those risks. Such procedures included examining, on a test basis, evidence regarding the amounts and disclosures in the financial statements. Our audits also
includes evaluating the accounting principles used and significant estimates made by management, as well as evaluating the overall presentation of the
financial statements. We believe that our audits provide a reasonable basis for our opinion,

Isl Ernst 8'. Young LLP
We have served as the Company's auditor since 2003.
Tysons, Virginia
February 2] , 2018
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Report of Independent Registered Public Accounting Firm

To the Shareholders and the Board ofDirectors of

United Therapeutics Corporation

Opinion on Internal Control over Financial Reporting

We have audited United Therapeutics Corporation's internal control over financial reporting as ofDecernber 3 l , 20] 'l, based on criteria established in
Internal Control-integrated Framework issued by the Committee ofSponsoring Organizations of the Treadway Commission (2013 framework) (the C030
criteria). In our opinion, United Therapeutics Corporation (the Company) maintained, in all material respects, efl'ective internal control over financial
reporting as of'December 31, 2017, based on the COSOcriteria.

We also have audited, in accordance with the standards of the Public Company Accounting Oversight Board (United States) {PCAOB), the consolidated
balance sheets of the Company as ofDecember3 1, 201 T and 2016, and the related consolidated statements of operations, comprehensive income,
stockholders' equity and cash flows for each of the three years in the period ended December3 l, 2017, and the related notes and financial statement schedule
listed in the Index at Item 15(a)(2} and our report dated February 2] , 2018, expressed an unqualified opinion thereon.

Basis for Opinion

The Company‘s management is responsible formaintaining effective internal control over financial reporting and for its assessment ofthe effectiveness
ofintemal control over financial reporting included in the accompanying Management's Report on Internal Control Over Financial Reporting. Our
responsibility is to express an opinion on the Company‘s intenial control over financial reporting based on ouraudit. We are a public accounting firm
registered with the PCAOB and are required to be independent with respect to the Company in accordance with the US. federal securities laws and the
applicable rules and regulations ofthe Securities and Exchange Commission and the PCAOB.

We conducted our audit in accordance with the standards of the PCAOB. Those standards require that we plan and perform the audit to obtain reasonable
assurance about whether effective intemal control over financial reporting was maintained in all material respects.

Our audit included obtaining an understanding of internal control over financial reporting, assessing the risk that a material weakness exists, testing and
evaluating the design and operating effectiveness of internal control based on the assessed risk, and performing such other procedures as we considered
necessary in the circumstances. We believe that our audit provides a reasonable basis for our opinion.

Definition and Limitations oflnternal Control Over Financial Reporting

A company's internal control overfinancial reporting is a process designed to provide reasonable assurance regarding the reliability offinancial
reporting and the preparation of financial statements for extemal purposes in accordance with generally accepted accounting principles. A company‘s internal
control over financial reporting includes those policies and procedures that: (l) pertain to the maintenance ofrecords that, in reasonable detail, accurately
and fairly reflect the transactions and dispositions of the assets of the company; (2) provide reasonable assurance that transactions are recorded as necessary
to permit preparation offinancial statements in accordance with generally accepted accounting principles, and that receipts and expenditures of the company
are being made only in accordance with authorizations ofmanagement and directors of the company; and (3) provide reasonable assurance regarding
prevention ortimely detection ofunauthor'ized acquisition, use, ordisposition ofthe company's assets that could have a material effect on the financial
statements.
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Because of its inherent limitations, internal control over financial reporting may not prevent or detect misstatements. Also, projections ofany evaluation
ofeffectiveness to future periods are subject to the risk that controls may become inadequate because ofchanges in conditions, or that the degree of
compliance with the policies or procedures may deteriorate.

fsf Ernst 8'. Young LLP
Tysons, Virginia
February 21,2018
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UNITED THERAPEUTICS CORPORATION

Consolidated Balance Sheets

{In millions, except share and per share data)

December 3|.
21m 1016

Assets
Current assets:

Cash and cash equivalents $ 705.1 $ 1.023 .0
Marketable investments 222.3 27.8

Accounts receivable, no allowance for 2017 and 2016 297.1 214.5
Inventories, net 107.9 100 .0
Other current assets 1 l5 .5 59.5

Total current assets 1,447.9 1,424.8
Marketable investments 502.7 2.3

Goodwill and other intangible assets, net 45.6 338
Property, plant and equipment, net 545.7 489.3
Deferred tax assets, net 1 13.4 178.3
Other non-current assets 224.1 197.1

Total assets 5 2.8 79.4 $ 2,325 .6

Liabilities and Stockholders' Equity
Current liabilities:

Accounts payable and accrued expenses S 171.1 8 104.2
Share tracking awards plan 240.1 194 .8
Other current liabilities 33 .5 33 .5

Total current liabilities 444.7 332.5
Line ofcredit 250.0 —
Other non-current liabilities 63.7 130.9

Total liabilities 75 8.4 463 .4

Commitments and contingencies—Note 13
Temporary equity 19.2 10.9
Stockholdels' equity:

Preferred stock, par value $.01, 10,000,000 shares authorized, no shares issued — —
Series Ajunior participating preferred stock, par value $.01 , 100,000 shares authorized, no

shares issued — —

Common stock, par value $.01, 245,000,000 shares authorized, 69,858,840 and 69,340,985
shares issued, and 43,239,624 and 42,965 ,856 shares outstanding at December 31, 2017 and
2016, respectively 0.7 0.7

Additional paid—in capital 1,8543 1,8135
Accumulated other comprehensive loss (19.6) (16.8)
Treasury stock, 26,619,216 and 26,375,129 shares at December 31, 2017 and 2016,

respectiver (2,5792) (2,3796)
Retained earnings 2,845.6 2,433 .5

Total stockholders' equity 2,101.8 1,8 51.3
Total liabilities and stockholders' equity S 2,879.4 $ 2,325.6

See accompanying notes to consolidated financial statements.
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UNITED THERAPEUTICS CORPORATION

Consolidated Statements ofOperan‘ons

(In millions. except per share data)

Year Ended December 3‘.
2017 2016 2015

Revenues:

Net product sales 3 1,7253 8 1,598.8 $ 1,460.6
Other — — 5.2

Total revenues 1,725.3 1,598.8 1,465.8
Operating expenses:

Cost ofptoduct sales 105.? 72.? 69.0
Research and development 264.6 147.6 245.1
Selling, general and administrative 33 0.1 316.8 452.?r
Settlement of loss contingency 210.0 — —

Total operating expenses 910.4 5 3 '1'. 1 766.8
Operating income 8149 1,061.? 699.0

Other (expense) income:
Interest expense {9.0) (3.9) (4.7)
Gain on sale ofintangible asset — — 350.0
Other, net 13.2 2.4 0.1

Impairment ofcost method investment $49.6) — —
Total other (expense) income, net (45.4) (1.5) 345.4

Income before income taxes 3'69 5 1,060.2 1,.0444
Income tax expense (351.6) (345.5) (392.3) 

 

 

Netincome 417.9 $ 713.? $ 651.6

Net income per common share:
Basic $ 9.50 $ 16.29 $ 14.11I

Diluted 5 9.31 $ 15.25 $ 12.72

Weighted average number ofcommon shares outstanding:
Basic 44.0 43.8 46.0

Diluted 44.9 46.8 51.2

See accompanying notes to consolidated financial statements.
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UNITED THERAPE UTICS CORPORATION

Consolidated Statements of Comprehensive Income

(In millions)

Year Ended December 31,
   

   

  
 

W
Net income $ 417.9 $ 713.? $ 651.6

Other comprehensive income (loss):
Foreign currency translation gains (losses) 0.2 {3 .0) (5.3)
Defined benefit pension plan:

Actuarial (loss) gain arising during period, net of tax (1.?) 6.0 0.7
Amortization of actuarial gain and prior sewice cost included in net periodic pension

cost, net of tax 0.6 0.6 0.9
Total defined benefit pension plan, net of tax (1.1) 6.6 1.6
Unrealized loss on available-for-sale securities, net of tax I 1.9} — —

Other comprehensive (loss) income, net oftax [2.8) 3 .6 13 .7)
Comprehensive income $ 415.1 5 717.3 S 647.9

      

See accompanying notes to consolidated financial statements.
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UNITED THERAPEUTICS CORPORATION

Consolidated Statements of Stockholders' Equity

  

 

 

(In millions)

Accumulated
Common Stock Additional Other

Paid-in Comprehensive Treasury Retained Stockholdm'
Shares Amount Capital Loss Stock Earnings Eguilv

Balance, December 31,2014 66.0 $ 0.7 $ 1,376.1 $ (16.7) $(1,185.8) $ 1,068.2 $ 1,242.5
Net income — — — — — 65 1.6 651.6

Foreign currency translation
adjustments — — — (5.3) — — (5.3)

Defined benefit pension plan — — — 1.6 — — 16
Shares issued under employee

stock purchase plan — — 4.0 — — — 4.0
Conversion of2016 convertible

notes 2.0 — 324.”;I — (321.8) — 2.9
Equity component—2016

convertible notes — — 3.0 — — — 3.0

Repurchase ofshares — — — — (394.5] — (394.5}
Exercise ofstock Options 1.0 — 39.3 — — — 39.3
Tax benefit fi'orn exercises ofnon-

qualified stock options — — 37.4 — — — 37.4
Share-based compensation — — 6.1 — — — 6.1

Balance, December 31,2015 69.0 0.7 1,790.6 (20.4) (1,902.1) 1,719.8 1,588.6
Net income — — — — — 713.7 713.7

Foreign currency translation
adjustments — — — (3.0) — — (3 .0)

Defined benefit pension plan — — — 6.6 — — 6.6
Shares issued under employee

stock purchase plan — — 4.3 — — — 4.3
Conversion of20 16 convertible

notes 0.1 — 7.6 — (7.5) — 0.1
Equity component—2016

convertible notes — — 0.1 — — — 0.1

Shares issued upon expiration of
warrants — — (30.0) — 30.0 — —

Repurchase of shares — — — — (500.0] — (500.0}
Exercise ofstock options 0.2 — 7.7 — — — 7.7
Tax benefit from exercises ofnon-

qualified stock options — — 5.9 — — — 5.9
Share-based compensation — — 27.3 — — — 27.3

Balance, December 31, 2016 69.3 0.7 1,813.5 (16.8) (2,379.6) 2,433.5 1,851.3
Net income — — — — — 417.9 417.9

Foreign currency translation
adjustments — — — 0.2 — — 0.2

Unrealized loss on available-for-

sale securities — — — (1.9) — — (1.9)
Defined benefit pension plan 7 7 7 (1.1) 7 7 (1.1}
Shares issued under employee

stock purchase plan 0.1 — 4.1 — — — 4.1
Shares issued upon expiration of

warrants — — (53.2) — 53.2 — —
Repurchase ofshares — — 2.8 — (252.8) — (250.0)
Exercise ofstock options 0.5 — 39.9 — — — 39.9
Share-based compensation — — 46.4 — — — 46.4
Cumulative eifect ofaccounting

change — — 0.7 — — (5.3) (5.1}Consolidation ofvariable interest

entity — — 0.1 — — — 0.1

Balance.December31,2017 69.9 $ 0.7 $ 1,854.3 $ (19.6) $(2.579.2) $ 2,845.6 $ 2,101.8
 

See accompanying notes to consolidated financial statements.
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UNITED THERAPE UTlCS CORPORATION

Consolidated Statements ofCa sh Flows

Cash flows from operating activities:Net income
Adjustments to reconcile net income to net cash provided by operating activities:

Depreciation and amonization
Share-based compensation atpense
impainnent of cost method inveslments
Gain on sale of‘intmsiblc asset
Other
Excess tax benefits from shale-based compensation

Changes in operating assets and liabilities:
Accounts receivdsle
inventories
Anccmts payable and accrued Impenses
Other assets and liabilities

Net emit prrm'ided by operating activities
Cash flows from investing activities:

Mason ofpiopetty. plant and equipment
Proceeds from sale ofpropcfly. plant and equipment
Purchases ofheld-to-mamrity md other investments
Maturities ofheld-to-ntatm-il)r investmenls
Purdlases of avaiidalefiar-saie investments
Maturities of available-finale investments
Purchase ofinvcatments held at cost
Purchase efinvestmmts under the equity method
Consolidation ofvariable inteleat mtity
Gain on sale of intangible asset
hnmgibleassets aequimd. net

Net cash [used in] provided by inchIing activities
Cash [Iowa don't financing activities:

Proceeds fi'orn line ofcoedil
Principal payments of debt
Payments ofdebt issuance costs
Payments to reptnehase common stock
Proceeds from exerdse ofstock options
Esumce of stock under employee stock purchase plan
Excess tax benefits fiom share-based compensation

Net emit provided by (used in) financing activities
Effect efcxchange rate changes on ash and rash equivalents
Net (decrease) inueese in ash and cash equivalents

Cash and mi) equivalents. beginning ofyw
Cash and cash equivalmts, end ofyear
Supplemental cash flow information:

Cash paid for interest
Cash paid for income taxes
Cash paid for settlement of loss contingency
Non-cash investing and financing activities:

Non-emit additions to pinpoint. plan and equipment
issuance of common stock upon conversion of eonvertibte notes

(In millions)

Year Ended December 311
201? 2016 2015

5 4119 $ 713.7 $ 651.6

3 1.0 3 1 .6 32.9
73.5 12.1 230.3
49.6 — —

— — (350.0)
(19.4) 9.5 7.5

— (5.9} (37.4)

(02.7) (21.7) (30.5)
(0.5) (24.5) (5.3)
66.2 0.6 17.0

(61.4) (71.13) (131.3)
474.2 643.6 382.8

[86.3) (38.0] (49.8)
8.3 — —

(51.3) (0.13) (62.8)
52.9 130.4 320.4

(718.4) — —
20.0 — —

(60.4) (36.0) (54.2)
— (2.1) —

0.1 — —
— — 350.0

_— _(5-31 _—(335.6) 45.3 503.6

250.0 — —
— (3.8) (133.2)

(0.7) {6.8) —
(250.0) (500.0) (394.5)

39.9 7.7 39.3
4.1 4.3 4.0
— 5.9 37.4

43.3 (497.7) (447.0)
0.2 (3.0) (5.3)

(317.9) 191.2 434.1
1,023.0 331.9. 397.7

3 105.1 S 1,023.0 3 831.8

3 T. S S l. 5 S l .0
346.9 $ 362.4 5 293.3

8 2 [0.0 S — S —
SB

5 11.5 $ 2.9 3 1.!
S — S 15 3 321.8

See accompanying notes to consoiidated financial statements.
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements

1. Organization and Business Description

United Therapeutics Corporation is a biotechnology company focused on the development and conunercialization of innovative products to address the
unmet medical needs ofpatients with chronic and life-threatening conditions.

We have approval from the U.S. Food and Drug Administration (FDA) to market the following therapies: Remodulin® (treprostinil) Injection
(Remodulin), Tyvaso® (treprostin il} Inhalation Solution (Tyvaso), Adcirca® {tadalafil} Tablets (Adcirca). Orenitram® (treprostinil) Extended-Release
Tablets (Orenitram) and Unituxin® (dinutuximab) Injection (Unituxin). Our oniy significant revenues outside the United States are derived from sales of
Remodulin in Europe. We commenced commercial sales ofUnituxin during the third quarter of 20 15.

As used in these notes to the consolidated financial statements, unless the context otherwise requires, the terms "we , us , our“, and similar terms refer to
United Therapeutics Corporation and its consolidated subsidiaries.

2. Summary ofSignificant Accounting Policies

Basis ofPresentation and Principles ofConsolidation

The accompanying consolidated financial statements ofUnited Therapeutics Corporation and its wholly owned subsidiaries have been prepared in
accordance with accounting principles generally accepted in the United States {GAAP}. All intercompany balances and transactions have been eliminated in
consolidation.

Use ofEstimates

The preparation of the consolidated financial statements in accordance with GAAP requires our management to make estimates and assumptions that
affect reported amounts ofassets and liabilities at the date ofthe consolidated financial statements and the reported amounts ofrevenues and expenses during
the reporting period. We base our estimates on assumptions regarding historical experience, currently available information and anticipated developments
that we believe are reasonable and appropriate. However, because the use ofestimates involves an inherent degree of uncertainty, actual results could differ
fi'om those estimates. Estimates are used for, but not limited to, revenue recognition, share—based compensation, marketable investments, fair value
measurements (including those relating to contingent consideration), investments in privately-held companies, income taxes, goodwill and other intangible
assets, and obligations related to our Supplemental Executive Retirement Plan.

Fair Value ofFinancial Instruments

The carrying amounts ofcash and cash equivalents, accounts receivable, accounts payable, and accrued expenses approximate fair value because of their
short maturities. The fair values ofour marketable investments and contingent consideration are reported in Note sin—Investments and Note S—Far'r Value
Measurements. respectively.

Fair Value Measurements

Fair value is a market-based measurement, not an entity-specific measurement. The objective of a fair value measurement is to estimate the price to sell
an asset ortransfer a liability in an orderly
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSignificant Accounting Policies (Continued)

transaction between market participants at the measurement date under current market conditions. Such transactions to sell an asset or transfer a liability are
assumed to occur in the principal market for that asset or liability, or in the absence of the principal market, the most advantageous market for the asset or
liability.

Assets and liabilities subject to fair value measurement disclosures are required to be classified according to a three-level fair value hierarchy with
respect to the inputs (or assumptions) used to determine fair value. The level in which an asset or liability is disclosed within the fair value hierarchy is based
on the lowest level input that is significant to the related fair value measurement in its entirety. The guidance under the fair value measurement framework
applies to other existing accounting guidance in the Financial Accounting Standards Board (FASB) codification that requires or permits fair value
measurements. Refer to related disclosures in Note S—Far'r Value Measw-ements.

Cash Equivalents

Cash equivalents consist ofhighly liquid investments with maturities ofthree months orless fi'om the date ofacquisition.

Markerable Investments

Our marketable investments are primarily debt securities that we classify as avaiiable-for—sale or held-to-maturity. [fwe have both the positive intent and
the ability to hold the securities until maturity, the securities are classified as heid-to-maturity. We determine the appropriate classification of the securities at
the time they are acquired and evaluate the appropriateness of such classifications at each balance sheet date. Available-for-sale securities are recorded at fair
value, with unrealized gains and losses included as a component ofaccumulated other comprehensive income (loss) in stockholders' equity, until realized.
Held‘to-maturity securities are recorded at amortized cost, adjusted for the amortization ofdiscounts orprerniurns. Related discounts and premiums are
amortized over the term of these securities as an adjustment to the yield using the effective interest method. Marketable investments are classified as either
current or non-current assets on our consolidated balance sheets based on their contractual maturity dates.

We monitor our investment portfolio for impairment quarterly or more fi'equently ifcircumstances warrant. In the event that the carrying value ofan
investment exceeds its fair value and the decline in value is determined to be other-than-temporary, we record an impairment charge within earnings
attributable to the estimated credit loss. In determining whether a decline in the value or" an investment is other-than—temporary, we evaluate currently
available factors that may include, among others: {I ) general market conditions; (2) the duration and extent to which fair value has been less than the
carrying value; (3) the investment issuer’s financial condition and business outiook; and {4) our assessment as to whether it is more likely than not that we
will be required to sell a security prior to recovery of its amortized cost basis.
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSignificant Accounting Policies (Continued)

Inventories

Inventories are stated at the lower ofcost {first-in, first-out method) or net realizable value and consist ofthe following, net ofreserves {in millions):

As of
December 3}.

2011 2016

Raw materials $ 27.9 $ 25.4
Worknin-progress 24.1 24.9
Finished goods 55.9 49.7

Total inventories $ 107.9 5 100.0  

Goodwill and Other Intangible Assets

The carrying amount ofgoodwill is not amortized but is subject to annual impairment testing. We conduct our impairment testing ofgoodwill annually
during the fourth quarter. or more frequently, ifimpain'nent indicators exist. Initially, we evaluate various pertinent qualitative factors to assess whether it is
more likely than not that the fair value ofa reporting unit to which goodwill has been assigned is less than its carrying value. Such qualitative factors can
include, among others: (1) industry and market conditions; (2} present and anticipated sales and cost factors; and (3} overall financial performance. Ifwe
conclude based on our qualitative assessment that it is more likely than not that the fair value ofa reporting unit is less than its carrying value, we then
measure the fair value ofthe reporting unit and compare its fair value to its carrying value (Step 1 ofthe goodwill impairment test}. lfthe carrying amount of
the reporting unit exceeds its fair value, then the amount ofan impairment loss, ifany, is measured as the excess ofthe recorded amount ofgoodwill over its
implied fair value (Step 2 ofthe goodwill impairment test). We used a qualitative assessment forour goodwill impairment testing for 201? and 2016. Our
evaluation ofgoodwill completed during the years ended December 31, 2017 and 2016, resulted in no impairment losses.

Indefinite-lived intangible assets are not amortized but are evaluated annually ormore fi’equently for impairment ifimpairment indicators exist. Our
indefinite-lived intangible assets include purchased lIl-pIOCBSS research and development projects, which were measured at their estimated fair values as of
theiracquisition dates, We used a qualitative assessment for our indefinite-lived intangible asset impairment testing. Our evaluation of indefinite-lived
intangible assets completed during the years ended December 31, 201? and 2016, resulted in no impairment losses.

Intangible assets subject to amortization are reviewed for impairment wheneverevents orchanges in circumstances indicate that the carrying amount of
an intangible asset may not be recoverable. Impairment losses are measured and recognized to the extent the carrying value ofsuch assets exceeds their fair
value. We recorded no impairment losses during the years ended December 31, 20] 7 and 20! 6.
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSignificant Accounting Policies (Continued)

Goodwill and other intangible assets consists ofthe following (in millions):

 

As ofDect-mbor 31. 20” As oth-cunbcr 3|, 2m
Accumulated Accumulalod

Gross Amortization No1 Gross Amortization .‘itfl

Goodwill $ 13.7 $ — S 13.7 $ 10.3 $ — S 10.3

Other intangible assets:
Technology, patents and trade names 6.5 (5.0) 1.5 6.5 (4.8) 1.7
1n-process research and development 304 — 30.4 21.5 — 21.5
Customer relationships and non-compete agreements 4.3 (fl-.3) — 4.3 [4.0) 0.3
Total $ 54.9 $ [9.3) $ 45. $ 42.6 53 £8.13) 5 33.8

    

Related amortization expense for the years ended December 31, 2017, 2016 and 2015, was $0.5 million, $0.6 million and $1.1 million, respectively. As
of December 31, 2017, aggregate amortization expense relating to definite—lived intangible assets for each of the five succeeding years and thereafter is
estimated at less than $1.0 million per year.

In September2015, we sold forS350.0 million in cash the Rare Pediatric Priority Review Voucher (PPRV) we received from the FDA in connection with
the approval ofUnituxin. The proceeds from the sale ofthe PPRV were recognized as a gain on the sale ofan intangible asset as the PPRV did not have a
carrying value on our consolidated balance sheet at the time ofsale.

Property, Plan! and Equipment

Property, plant and equipment is recorded at cost and depreciated overits estimated useful life using the straightulinc method. The estimated uselill lives
ofproperty, plant and equipment by major category are as follows:

Land improvements 15 Years
Buildings 25 - 39 Years
Building improvements 10 - 39 Years
Furniture, equipment and vehicles 3 - 25 Years

Remaining lease term, orthe estimated useful life ofthe improvement,
Leasehold improvements whichever is shorter
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSignificant Accounting Policies (Continued)

Property. plant and equipment consists ofthe following {in millions):

As of December 3|.
W

Land and land improvements 3 60.5 $ 60.1
Buildings. building improvements and leasehold improvements 408.0 409.9
Buildings under construction 1 19.8 44.6
Furniture, equipment and vehicles 159.9 149.7

748.2 664.3

Less—accumulated depreciation {202.5} [1?50)
Property, plant and equipment, net S 545 .7 $ 489.3

Depreciation expense forthe years ended December 31, 201 'r', 2016 and 2015, was $30.5 million, $31.0 million and $31.8 million, respectively.

Buildings under construction consists ofdirect costs relating to ourconstruction projects.

Treasury Stock

Repurchased treasury stock is recorded at cost, including commissions and fees. The cost oftreasu1yr shares sold or reissued is determined using the first-
in, first-out method. Related gains and losses on sales of treasury stock are recognized as adjustments to stockholders‘ equity.

Revenue Recognition

Our revenues are generated from the sale ofour five commercially approved products: Remodulin, Tyvaso, Orenitram, Unituxin and Adcirca. Revenue is
recognized when title and risk ofownership pass to our distributors upon satisfactory delivery, i.e., when all of our performance obligations under our
distribution agreements have been satisfied. As is customary in the pharmaceutical industry, our revenues are subject to various product sales allowances in
calculating reported net product sales. These sales allowances include: (1] rebates and chargebacks; (2} prompt pay discounts: {3} product returns; and
{4) distributor fees and other allowances. We estimate sales allowances in the same period that we recognize revenue for product sales to distributors. Except
for product returns, our liabilities for sales allowances are recorded in accounts payable and accrued expenses on our consolidated balance sheets. We record
our allowance for product returns in other current and non-current liabilities on our consolidated balance sheets. Calculating these sales allowances involves
the use 0 fsignificant estimates and judgments and information obtained from external sources.

Rebates and Chorgebacks. Allowances for rebates include mandated discounts due to our participation in various government health care programs
and contracted discounts with commercial payers. We estimate our rebate liability on a product-by-product basis. considering actual revenue, contractual
discount rates, expected utilization under each contract and historical payment experience. We also consider changes in our product pricing and information
regarding changes in program regulations and guidelines. Our chargebacks represent contractual discounts payable to distributors for the difference between
the invoice price paid to us by the distributor for a particular product and the contracted price that the distributor‘s customer pays for that product. Our
chargebacks primarily relate
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSignificant Accounting Policies (Continued)

to sales ofAdcirca. We estimate our chargeback liability on a product—by~product basis, primarily considering historical payment experience. Although we
accrue a liability for rebates and chargebacks in the same period the product is sold, third-party reporting and payment of the rebate or ehargeback amount
occur on a time lag, with the majority ofrebates and chargebacks paid within six months from date ofsale.

Prompt pay discounts. We offer prompt pay discounts to many ofour distributors, typically for payments made within 30 days. Prompt pay discounts
are estimated in the period ofsale based on our experience with sales to eligible distributors. Our distributors have routinely taken advantage of these
discounts and we expect them to continue to do so.

Product returns. The sales terms for Adcirca and Unituxin include return rights that extend throughout the distribution channel. For Adcirca, customers
have the right to return expired product for up to 12 months past the product's expiration date. Once the product is returned, it is destroyed. We recognize an
allowance forretums based on historical returns experience and considering expiration dates ofproduct shipped (generally 24 to 36 months after the initial
sale). To date, actual returns have not difi‘ered materially from our estimates. For Unituxin, ourhistorical returns have not been material and we do not record
a returns allowance. For sales ofour other commercial products, we do not offer our customers a general right ofretum.

Dr'sm'burorfees and other allowances. Distributor fees include distribution and other service fees paid to certain distributors. These fees are based on
contractual amounts or rates applied to purchases ofour product or units ofservice provided in a given period. Other allowances include payments in support
ofpatient assistance programs and are based on the actual amount offinancial support provided to patients.

Trade Receivables

We invoice our customers subsequent to revenue recognition, resulting in receivables fi'om ourcustomers, which are presented as accounts receivable on
our consolidated balance sheets. Accounts receivable consist ofshort-term amounts due fiom distributors (generally 30 to 90 days) and are stated at the
amount we expect to collect. We establish an allowance for doubtful accounts based on our assessment ofthe collectability ofspecific distributor accounts.
No allowance fordoubtfill accounts was recognized foreacb ofthe years ending December 3|, 2017 and 2016. Changes in accounts receivable are primarily
due to the timing and magnitude ofordets ofour products, the timing ofdelivery ofour products to distributors and the timing ofcash collections.

Adcirco

Adcirca is manufactured for us by Eli Lilly and Company (Lilly) and distributed through their pharmaceutical who lesaler network. Specifically, Lilly
handles all of the administrative fimctions associated with the sale ofAdcirca on our behalf, including the receipt and processing of customer purchase
orders, shipment to customers, and invoicing and collection ofcustomer payments. We recognize sales ofAdcirca on a gross basis net ofallowances upon
delivery to customers due to the following factors: (I ) we are responsible fortbe acceptability ofthe product purchased by wholesalers; (2) we bear all
inventory risk, as title and risk of loss pass to us at the shipping point from Lilly's
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSigniflcant Aecounti ng Policies (Continued)

manufacturing facility; (3} we assume credit risk ifLillyr is unable to collect amounts due from customers; and (4) we assume the risk and cost ofa product
recall, ifrequired.

Research and Development

Research and development costs are expensed as incurred except for refundable payments made in advance ofservices to be provided to us. Related
expenses consist of intemal labor and overhead, costs to acquire pharmaceutical products and product rights fordevelopnrent, materials used in clinical trials
and amounts paid to third parties for services and materials relating to drug development and clinical trials

We recognize the following as research and development expense in the period related costs are incurred:

‘ costs associated with in-house or contracted manufacturing activities priorto receiving FDA approval for such facilities, or for major unproven
changes to our manufacturing processes;

' costs incurred in licensing the rights to technologies in the research and development stage that have no alternative firtune use; and

* up-front payments made in connection with arrangements to obtain license and distribution rights to pharmaceutical product candidates prior
to regulatory approval. absent any alternative future use.

Snare-Based Compensation

Awards underour share tracking awards plans require cash settlement upon exercise and are classified as a liability. Accordingly. the fair value ofrelated
cash-settled awards is re—measured at each reporting date until awards are exercised orare otherwise no longer outstanding. Related changes in the fair value
ofoutstanding cash-settled awards at each financial reporting date are recognized as adjustments to share-based compensation expense.

Generally, the fair value ofa stock option grant is measured on its grant date and related compensation expense is recognized ratably over the requisite
service period, We issue new shares ofour common stock upon the exercise ofstock options. Additionally, certain executives have stock options with
performance conditions that have vesting rights tied to achievement ofspecific targeted criteria. Share-based compensation expense for all awards is recorded
ratably over their vesting period. depending on the specific terms of the award and achievement of the specified performance conditions. Refer to Note 9
—Share-Based Compensation.

We measure the fair value ofrestricted stock units using the stock price on the date ofgrant and related compensation expense is recognized ratably over
the vesting period. Each restricted stock unit entitles the holder to receive one share ofour common stock upon vesting. We issue new shares ofour common
stock upon the vesting ofrestricted stock units.

We measure the fair value ofstock to be purchased through our empioyee stock purchase plan at the beginning ofan offering period, or grant date, and
recognize related compensation expense ratablyr over the requisite service period {the offering period). We issue new shares ofour common stock upon the
end of each offering period, or exercise date.
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UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

2. Summary ofSignificant Accounting Policies (Continued)

Income Taxes

We account for income taxes in accordance with the asset and liability method. Under this method, we determine deferred tax assets and liabilities based
on the difference between the financial statement carrying amounts and the tax bases ofassets and liabilities, using enacted tax rates in effect for years in
which the temporary differences are expected to reverse. We apply a valuation ailowance against any net deferred tax asset if, based on the available
evidence, it is more likely than not that some or all ofthe deferred tax assets wili not be realized.

We recognize the benefit ofan uncertain tax position that has been taken or that we expect to take on income tax returns only ifsuch tax position is more
likely than not to be sustained. We recognize the benefit in an amount equal to the largest amount that we determine has a greater than 50 percent likelihood
ofbeing realized upon settlement. The ultimate resolution ofuncertain tax positions could result in amounts different from those recognized in our
consolidated financial statements.

Earnings (Loss) per Share

Basic earnings per share is computed by dividing net income by the weighted average number ofshares ofcommon stock outstanding during the period.
Diluted earnings per common share is computed by dividing net income by the weighted average number ofshares ofcommon stock outstanding during the
period, plus the potential dilutive el‘feet ofother securities ifsucb securities were converted or exercised. During periods in which we incur net losses, both
basic and diluted loss per share is calculated by dividing the net loss by the weighted average shares outstanding. Potentially dilutive securities are excluded
from the calculation because their efi'ect would be anti-(ii lutive.

Concentration ofCredit Risk

Financial instruments that are exposed to credit risk consist ofcash, money market fiinds, certificates ofdeposit, marketable debt securities, and trade
receivables. We maintain ourcash and money market funds with financial institutions that are federally insured. While balances deposited in these
institutions often exceed Federal Deposit Insurance Corporation limits, we have not experienced any losses on related accounts to date. Furthermore, we limit
ourrisk exposure by maintaining lilnds in financial institutions that we believe are creditworthy and financially sound. Our investments in marketable debt
securities have been issued by corporate entities and government—sponsored enterprises with high credit ratings. We mitigate investment risks by investing in
highly—rated securities with relatively short maturities that we believe do not subject us to undue investment or credit risk. In addition, ourinvestment policy
does not provide for investments in complex or structured financial instruments. At any given time, ourttade receivables are concentrated among a small
number ofprincipal customers. lfarry of these financial institutions, issuers or customers fail to perform their obligations under the terms ofthese financial
instruments, our maximum exposure to potential losses would be equal to amounts reported on our consolidated balance sheets.
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UNITED THERAPEUTICS CORPORATION
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3. Recently Issued Accounting Standards

Accounting Standards Adapted During 20! 7

In July 2015, the Financial Accounting Standards Board (FASB) issued Accounting Standards Update [ASU) No. 2015-]1,Simpiijfizingthe Measurement
aftnventory (ASU 2015—] l), which requires that inventory be measured at the lowerofcost or net realizable value for entities using firstnin, firstout or
average cost methods. ASU 2015—l 1 should be applied prospectively and is effective for fiscal years beginning after December 15, 2016. and for interim
periods within those fiscal years. We adopted this standard on January 1, 2017, with no material impact on our financial statements.

In March 2016, the FASB issued ASUNo. 2016-09, Conrpensotion—Stoctir Compensation (ASU2016-09}, which serves to simplify the accounting for
share-based payment transactions. ASU 2016-09 includes guidance on several aspects ofthe accounting for share-based payments, including the income tax
consequences, forfeitures and classification on the statement ofcash flows. ASU 2016-09 is effective for fiscal years beginning alter December ] 5, 2016, and
for interim periods within those fiscal years. We adopted this standard on January 1 , 2017. Upon adoption ofASU 2016-09, we began to recognize excess tax
benefits as income tax benefits on our cause] idated statements ofoperations. Previously, we recognized such amounts in additional paid-in capital on our
consolidated balance sheets. Additionally, on January 1, 201?, we established an accounting policy election to account for forfeitures ofshare-based awards
when they occur. Upon adoptioa, we recognized a cumulative—effect adjustment for the removal of the forfeiture estimate with respect to awards that were
continuing to vest as ofJanuary l, 2017. The adjustment resulted in a decrease to retained earnings of$5.8 million, which is net ofa $3.2 million tax benefit.
The guidance also requires that we classify excess tax benefits as an operating activity in our consolidated statements ofcash flows, whereas we previously
classified such amounts as a financing activity. These amounts are now classified as "other" in our cash flows from operating activities. We have adopted
ASU 2016-09 on a prospective basis and, as such, prior periods have not been adjusted, with the exception of the cumulative-efiect adjustment to retained
earnings forthe removal of the forfeiture estimate, which was adopted on a modified retrospective basis. Refer to Note 9—Share—Based Compensation.

Accounting Standards Not Yet Adapted

In May 2014, the FASB issued ASU No. 2014-09, Revenuefrom Contracts with Customers (ASU 2014-09), and subsequent clarifying guidance. The new
standard supersedes the revenue recognition requirements in Topic 605, Revenue Recognition (Topic 605), and requires entities to recognize revenue when
control oftlte promised goods orservices is transferred to customers at an amount that reflects the consideration to which the entity expects to be entitled to,
in exchange forthose goods or services. We adopted the new standard on January 1, 2018, using the modified retrospective approach, applied only to
contracts that were not completed as ofJanuary 1 , 2018. Upon adoption, we changed the timing ofrevenue recognition for sales ofAdcirca to recognize
revenue at the time Adcirca is shipped, i.e., when control ofAdcirca is transferred to a distributor upon shipment fi'om a Lilly distribution center. Previously,
we recognized sales of Adcirca when Adcirea was delivered to distributors. This change did not result in an adjustment to amounts previously recognized as
revenue underTopic 605 as all shipments had reached the distributor as ofDecember 31, 20! 7. Overall, the adoption did not impact the amounts reported in
our financial statements and there were no other significant changes impacting the timing or measurement ofour revenue or our business processes and
controls.
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3. Recently Issued Accounting Standards (Continued)

In January 20 16, the FASB issued ASU No. 2016-01, Financiai Instmments—Over'aii: Recognition and Measurement ofFinanciai Assets and Financiai
Liabilities [ASU 2016-01], which requires equity investments to be measured at fairvalue through net income. Equity investments that are accounted for
under the equity method are not impacted. ASU 201601 provides that equity investments without readily determinable fair values can be valued at cost
minus impairment using a simplified impairment assessment that utilizes qualitative assessments. ASU 2016-0] requires separate presentation of the financial
assets and liabilities by category and form. ASU 2016-01 should be applied prospectively and will be effective for fiscal years beginning afier December 15,
201 7, and for interim periods within those fiscal years. We adopted the new standard on January 1, 2018, with no material impact to our financial statements

In February 2016, the FASB issued ASU No. 2016-02,Leases (ASU 2016-02). which requires that lease assets and lease liabilities be recognized on the
balance sheet. ASU 2016-02 also requires additional quantitative and qualitative disclosures that provide the amount, timing, and uncertainty ofcash flows
relating to lease arrangements. ASU 2016—02 is effective for annual reporting periods beginning after December 15, 2018, using a modified retrospective
approach. The modified retrospective approach requires retrospective application to the earliest period presented in the respective financial statements.
provides certain practical expedients related to leases that commenced prior to the effective date and allows the use ofhindsight when evaluating lease
options. Early adoption is permitted. We are currently evaluating the effect ofadoption on our financial statements.

In August 2016. the FASB issued ASU No. 2016-15, Statement ofCasn Flows—Classification ofCertain Cash Receipts and Cash Payments (ASU 2016-
15), which reduces existing diversity in the classification ofcertain cash receipts and cash payments on the statements ofcash flows. ASU 2016-15 is
effective for fiscal years beginning after December 15, 201?, and for interim periods within those fiscal years. We adopted the new standard on January I,
2018. with no material impact to our financial statements.

In October 2016, the FASB issued ASU No. 2016—16, income Taxes—intra—Enriw Transfers ofAssets Other Titan inventory (ASU 2016—16), which
requires that an entity recognize the income tax consequences ofan intra—entity transfer ofassets other than inventory when the transfer occurs. ASU 2016—16
is efi'ective forannual reporting periods beginning afier December 15, 2011‘I using a modified retrospective approach through a cumulative adjustment to
retained earnings as ofthe beginning ofthc period ofadoption. We adopted the new standard on January I, 2018, with no material impact to our financial
statements.

In Janualy 20 17, the FASB issued ASU No. 201 7-01, Business Combinations-Ciargfiling the Definition ofa Business (ASU 2017-01}. This update
narrows the definition ofa business by providing a screen to determine when an integrated set ofassets and activities is not a business. The screen specifies
that an integrated set of assets and activities is not a business ifsubstantially all of the fair value of the gross assets acquired or disposed of is concentrated in
a single asset or a group ofsirnilar identifiable assets. ASU 201101 should be applied prospectively and is effective forannual reporting periods beginning
afierDecernber 15, 2017, and forinterim periods within those fiscal years. We adopted the new standard on January 1, 2018. with no material impact to our
financial statements.
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3. Recently Issued Accounting Standards (Continued)

In January 20] 7, the FASB issued ASU No. 20] 7‘04, Intangibles—Goodwill and Other: Simphjfying the Testfor Goodwill Impairment {ASU 2017-04),
which simplifies how an entity is required to test goodwill for impairment. Goodwill impairment will be measured by the amount by which a reporting unit's
can'ying value exceeds its fair value, with the amount of impairment not to exceed the carrying amount of goodwill. ASU 20] 3104 is effective for goodwill
impairment tests in fiscal years beginning afier December 15, 2019, and forinterim periods within those fiscal years, and must be adopted on a prospective
basis. Early adoption is permitted. We are currently evaluating the effect ofadoption on our financial statements.

In March 2017, the FASB issued ASU No. 2017437, Compensation—Retirement Benefits (ASU 2017-07), which improves the presentation of net periodic
pension cost and net periodic postnretirennent benefit cost. ASU 20110? requires employers that present a measure of operating income in their statement of
income to include only the service cost component ofnet periodic pension cost and net periodic post—retirement benefit cost in operating expense along with
otheremployee compensation costs. Under ASU 201 11-011, the service cost component ofnet benefit cost is eligible for capitalization. Additionally, this
update fimher requires other components ofnet benefit cost to be included in non-operating expenses. ASU 201'I-07 is eflective for fiscal years beginning
after December 15, 20] 7, and for interim periods within those fiscal years. An entity is to apply the change in income statement presentation retrospectively,
and the change in capitalized benefit cost prospectively. We adopted the new standard on January I, 2018, with no material impact to our financial
statements .

4. Investments

Markerabte Investments

Availablefor—Sole Investments

Marketable investments classified as availablenfor—sale consisted ofthe following (in millions):

 

 
 

 

Gross
Amortized Unrealized Fair

As of December 3|. 2|"? Cost Losses Value

US. government and agency securities 5 T265 $ (3.0) $ 723.5
Corporate notes and bonds 13.9 — 13.9

Total $ 740.4 $ [3.0) $ 73 7.4
Reported under the following captions on the consolidated balance

sheet:

Cash and cash equivalents $ 41.?
Current marketable investments 194.6
Non-current marketable investments 501.1
Total $ 737.4 

We had no available-for—sale investments as ofDecember 31, 2016.

F—20
 

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, |PR2017-01621

Page 94 of 213



Tlfnnt

UNITED THERAPEUTICS CORPORATION

Notes to Consolidated Financial Statements (Continued)

4. Investments (Continued)

The following table summarizes the contractual maturities cfavailableufonsale marketable investments (in millions):

December 3|, arm

 
 

Amornml—Fair
Cost Vaiuc

Due within one year 5 236.? $ 23 6.3
Due in two to three years 503.7Ir 501.1

Total $ 740.4 $ 73 7.4

Held—to—Matnrity Investments

Ourcurrent and long-term marketable investments included $29.3 million and $30.1 million ofinvestments classified as held-to-maturity as of
December 31. 2017Ir and 2016, respectively. Marketable investments classified as held-to-maturity are comprised of govemment-sponsored enterprises and
corporate notes and bonds. We do not intend to sell these securities, nor is it more likely than not that we will be required to sell them priorto the recovery of
their amortized cost basis. Furthermore. we do not believe that these securities expose us to undue market risk or counterparty credit risk. As such, we do not
consider these securities to be other than temporarily impaired.

The following table summarizes the contractual maturities ofbeld-to-maturity marketable investments [in millions):

As oiDeccmber 3|, let't
m

Due within one year $ 21? $ 21?
Due in two to three years 1.6 1.6

Total S 29.3 $ 29.3

Investments Held at C0 st

As ofDecember 31, 2017, we maintained non-controlling equity investments ofapproximately $184.0 million in the aggregate. These investments are
initially held at cost because we do not have the ability to exercise significant influence over the companies in which these investments were made and the
fair values of these investments are not readily determinable. During the year ended December 31, 201?, we made payments 01360.4 million for investments
held at cost. We include our investments held at cost within other non~currcnt assets on our consolidated balance sheets. These investments are subject to a
periodic impairment review and if they are deemed to be other—thanntemporarily impaired, the investment is measured and recorded at fair value. During the
year ended December 31. 201?, we recorded $49.6 million ofimpairrnent charges related to ourcost method investments in privatelyheld companies.

Variobt'e Interest Entity

In April 2017, we made a $7.5 million minority investment in a. privately-held company. In addition to our investment, we entered into an exclusive
license, development and commercialization agreement

F-ZI
 

UNITED THERAPEUTICS, EX. 2087

WATSON LABORATORIES v. UNITED THERAPEUTICS, |PR2017-01621

Page 95 of 213


