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PART
I


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
of
patients
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;
Tyvaso
®
(treprostinil)
Inhalation
Solution
(Tyvaso);
Orenitram
®
(treprostinil)
Extended-
Release
Tablets
(Orenitram);
and
Adcirca
®
(tadalafil)
Tablets
(Adcirca).
We
also
market
and
sell
an
oncology
product
in
the
United
States,
Unituxin
®
(dinutuximab)
Injection
(Unituxin),
which
is
approved
for
treatment
of
high-risk
neuroblastoma.
Outside
the
United
States,
our
only
significant
revenues
are
derived
from
the
sale
of
Remodulin,
which
is
approved
in
Europe
and
various
other
countries.
We
are
also
engaged
in
research
and
development
of
new
indications
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
of
a
number
of
organ
transplantation-related
technologies.









We
generate
revenues
from
sales
of
our
five
commercially
approved
products
noted
above.
Remodulin
was
approved
by
the
U.S.
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.
Orenitram
was
approved
by
the
FDA
in
2013
and
Unituxin
was
approved
by
the
FDA
in
2015.
We
commenced
sales
of
Orenitram
and
Unituxin
during
the
second
quarter
of
2014
and
third
quarter
of
2015,
respectively.
We
expect
sales
of
our
current
commercial
products
will
continue
to
be
our
primary
sources
of
revenues
for
the
next
several
years.
Our
sales
and
marketing
staff
supports
the
availability
of
our
commercial
products
in
the
United
States,
and
these
efforts
are
supplemented
by
our
contract
distributors.
Outside
the
United
States,
our
contract
distributors
are
primarily
responsible
for
sales
and
marketing
efforts.









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
10-K
(this
Report)
to
"United
Therapeutics"
and
to
the
"company",
"we",
"us"
or
"our"
are
to
United
Therapeutics
Corporation
and
its
subsidiaries.

3
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