Therapeutic Focus
The Medicines Company has a singular, relentless focus
on addressing the greatest global healthcare challenge
and burden today – cardiovascular disease (CVD), which
remains the world’s leading cause of death.1 Its leading
risk factor is also the most readily modifiable – cumulative
exposure to elevated low-density lipoprotein cholesterol
(LDL-C).2
Despite the widespread use of LDL-lowering therapies,
the majority of people with atherosclerotic cardiovascular
disease (ASCVD) are not achieving treatment goals.3,4
Multiple factors may impact overall clinical outcomes.
Many people don’t receive appropriate or sufficient
treatment. Not knowing their LDL-C levels is a contributing
factor. Others do not take prescribed therapies as
directed. Poor adherence to therapies that require
frequent administration often undermines treatment
success. Even when people take their oral therapies as
prescribed, not all reach their LDL-C goals.3
In 2013, The Medicines Company obtained global rights
to develop, manufacture and commercialize inclisiran
under a license and collaboration agreement with
Alnylam Pharmaceuticals. The Company has full
commercial rights to inclisiran in all markets and market
exclusivity through 2034, with anticipated extensions to
2035. The Medicines Company divested its infectious
disease business unit in 2018 to focus on the clinical
development of inclisiran.
The Company is led by a multidisciplinary team with
significant experience in pharmaceutical product
development and commercialization.
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Clinical Development
The Medicines Company is devoted to the development
of inclisiran, an investigational small interfering RNA
(siRNA) therapy being evaluated for its ability to lower
LDL-C through twice-a-year dosing. As a siRNA,
inclisiran directly targets messenger RNA and harnesses
one of the body’s powerful natural mechanisms, RNA
interference, to prevent production of the PCSK9 protein
at its source in the liver and facilitate removal of LDL-C
from the bloodstream.
If approved, inclisiran would be the first cholesterollowering therapy in the siRNA class and is currently the
only medicine in late-stage clinical development with the
potential to deliver durable and potent lowering of LDL-C
through twice-a-year dosing.

We are excited at the
prospect of bringing forward a
revolutionary approach to
treat cardiovascular disease
using a twice-a-year therapy
with unique potential to
address the need for
additional LDL-C lowering
and long-standing medication
adherence challenges faced
by millions of people.

The efficacy and safety of inclisiran in patients with
ASCVD and familial hypercholesterolemia (FH) is being
studied in the ORION clinical trial program. Inclisiran is
currently in Phase 3 of clinical development and is not
yet approved for use by the FDA or any other regulatory
authority.

2019 Outlook
The Company expects readouts of topline Phase 3 data
to start in the second half of the third quarter of 2019
followed by anticipated regulatory filings in the U.S. in
the fourth quarter of 2019 and in Europe in the first
quarter of 2020.
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