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Philippine FDA approves Novartis medicine Inclisiran for effective
cholesterol management

Nov 15, 2023

e The Philippine Food and Drug Administration (FDA) has approved inclisiran for the treatment of hypercholesterolemia or mixed dyslipidemia.

* Inclisiran is a first-in-class small interfering RNA (siRNA) providing effective and sustained LDL-C reduction for patients with atherosclerotic
cardiovascular disease (ASCVD), ASCVD risk equivalent and heterozygous familial hypercholesterolemia (HeFH), which are major drivers of heart
attacks, strokes and may ultimately lead to death.

The Philippine Food and Drug Administration (FDA) has approved inclisiran for the treatment of adults with hypercholesterolemia or mixed dyslipidemia.
This approval is based on the results of the robust ORION clinical development program, where inclisiran provided an effective and sustained low-density
lipoprotein cholesterol (LDL-C) reduction of up to 52% in patients with elevated LDL-C, despite maximally tolerated statin therapy. With two doses a year,
after an initial dose and one at 3 months, inclisiran is expected to support long-term adherence.

Inclisiran is a first-in-class small interfering RNA (siRNA) providing effective and sustained LDL-C reduction for patients with atherosclerotic cardiovascular
disease (ASCVD), ASCVD risk equivalent and heterozygous familial hypercholesterolemia (HeFH), which are major drivers of heart attacks, strokes and
may ultimately lead to death.

Elevated levels of LDL-C can lead to atherosclerosis, a disease in which plaque builds up in the arteries and over time can trigger a heart attack and
stroke. The most common type of medicine currently used to lower cholesterol is statins; however, statins are not very effective among patients with low
compliance or tolerance and therefore need long-term and more tolerable alternatives.

“In the Philippines, 2 in 3 patients with stable coronary heart disease and 3 in 4 patients with acute coronary syndrome do not reach target LDL-C, with
little to no use of non-statin therapies. Such patients are at very high risk for heart attack and stroke, and represent missed opportunities for better
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monitoring and treatment,” said Dr. Jude Erric Cinco, cardiac intensivist.

“Sustained lowering of LDL-C is essential to reducing ASCVD risk. It can slow the progression of artery-clogging plaque formation or decrease plaque
volume and reduce the risk of heart attack,”3-5 said Dr. Lourdes Ella Santos, President, Philippine Lipid and Atherosclerosis Society (PLAS).

ORION-8, the largest trial with inclisiran to date involving 3274 patients, provides additional evidence to support the long-term efficacy, safety and
tolerability of inclisiran in patients with high cardiovascular risk and elevated LDL-C.8

“Seventy-eight percent of patients achieved pre-specified lipid goals with an LDL-C reduction of 49.4% at the end of the trial. Inclisiran demonstrated LDL-

C lowering effects consistent with the Phase Il trials in patients with ASCVD and ASCVD risk equivalent. The safety profile of inclisiran remained
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favorable and similar to previous reports,” said Dr. Richard Henry Tiongco I, interventional cardiologist.

“Current statin-based lipid-lowering therapies may not be enough to attain optimal LDL targets and clinical goals for patients with heightened
cardiovascular risk. The existing statin-centric paradigm of treatment, though reliable and time-tested, is still hampered by real-world issues such as de-
escalation, diversion and discontinuation, all of which contribute not just to non-adherence to but more importantly non-persistence on evidence-based
treatments. The timely addition of non-statin agents such as Inclisiran to intensify lipid lowering strategies represents a bold yet logical step in addressing
gaps in clinical care, minimizing inertia, non-adherence, and non-persistence while ultimately providing prompt and pervasive cardioprotection.” said Dr.
Jose Donato Magno, Executive Director of the Cardiovascular Institute, Angeles University Foundation Medical Center.

“Cardiovascular disease remains the leading cause of mortality in the Philippines, accounting for a third of deaths in the coun'[ry.7 As such, there is an
urgent need for innovative treatments for patients struggling to reach their LDL-C goals. With inclisiran, we’re proud to bring a first-in-class treatment
delivering effective and sustained LDL-C reduction that has the potential to improve outcomes for people living with ASCVD. Innovation isn’t just about
making things more effective, it's also making things more convenient, and a twice a year medication helps patients adhere to their treatment,” said Mr.
Joel Chong, Country President, Novartis Healthcare Philippines.

Inclisiran is indicated in adults with primary hypercholesterolemia (heterozygous familial and non-familial) or mixed dyslipidemia, as an adjunct to diet:

¢ In combination with a statin or statin with other lipid-lowering therapies in patients unable to reach LDL-C goals with a maximally tolerated dose of a
statin or,
e Alone or in combination with other lipid-lowering therapies in patients who are statin-intolerant, or for whom a statin is contraindicated.

This is a non-promotional material and is supported by Novartis. The content is intended for medical educational purposes only. Novartis does not engage
in the promotion of unregistered products or unapproved indications. Please consult local Prescribing Information for registration/product license details.
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About Novartis

Novartis is reimagining medicine to improve and extend people’s lives. As a leading global medicines company, we use innovative science and digital
technologies to create transformative treatments in areas of great medical need. In our quest to find new medicines, we consistently rank among the
world’s top companies investing in research and development. Novartis products reach more than 750 million people globally and we are finding
innovative ways to expand access to our latest treatments. About 105 000 people of more than 140 nationalities work at Novartis around the world. Find
out more at www.novartis.com.

Novartis is on Twitter. Sign up to follow @Novartis at http://twitter.com/novartis
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