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REPATHA (Evolocumab)
Solution for injection in pre-filled syringe or pen
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Hypercholesterolemia and mixed dyslipidemia

Repatha is indicated in adults with primary hypercholesterolemia (heterozygous familial and
non-familial) or mixed dyslipidemia, and in pediatric patients aged 10 years and over with
heterozygous familial hypercholesterolemia, 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 the maximum tolerated dose of a statin or,
° alone or in combination with other lipid-lowering therapies in patients who are statin-

intolerant, or for whom a statin is contraindicated.

Homozygous familial hypercholesterolemia

Repatha is indicated in adults and pediatric patients aged 10 years and over with
homozygous familial hypercholesterolemia in combination with other lipid-lowering
therapies.

Established atherosclerotic cardiovascular disease

Repatha is indicated in adults with established atherosclerotic cardiovascular disease
(myocardial infarction, stroke or peripheral arterial disease) to reduce cardiovascular risk by
lowering LDL-C levels, as an adjunct to correction of other risk factors:

. in combination with the maximum tolerated dose of a statin with or without other
lipid-lowering therapies or,
. alone or in combination with other lipid-lowering therapies in patients who are statin-

intolerant, or for whom a statin is contraindicated.
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4.2 Posology and method of administration

Posology
Primary hypercholesterolemia and mixed dyslipidemia #n-adults-(including heterozygous

familial hypercholesterolemia)

Adults and pediatric patients (aged 10 years and over)
The recommended dose of evolocumab is either 140 mg every two weeks or 420 mg once
monthly; both doses are clinically equivalent.

Homozygous familial hypercholesterolemia in adults and adeleseents pediatric patients aged
1210 years and over

The initial recommended dose is 420 mg once monthly. After 12 weeks of treatment, dose
frequency can be up-titrated to 420 mg once every 2 weeks if a clinically meaningful response



is not achieved. Patients on apheresis may initiate treatment with 420 mg every two weeks to
correspond with their apheresis schedule.

Established atherosclerotic cardiovascular disease in adults
The recommended dose of evolocumab is either 140 mg every two weeks or 420 mg once

monthly; both doses are clinically equivalent.

Special populations

Elderly patients (age > 65 years)
No dose adjustment is necessary in elderly patients.

Patients with renal impairment

No dose adjustment is necessary in patients with mitd-te-mederate renal impairment (see
section 5.2} -see-sectiond-d4-forpatientswith-severerenakmpatrmentteGER
<30-mbfmin/l73-m?)

Patients with hepatic impairment
No dose adjustment is necessary in patients with mild hepatic impairment, see section 4.4
for patients with moderate and severe hepatic impairment.

Pediatric population

The safety and effectiveness of Repatha have not been established in pediatric patients with
heterozygous familial hypercholesterolemia (HeFH) or homozygous familial
hypercholesterolemia (HoFH) who are younger than 10 years old or in pediatric patients

with other types of hvperllpldemla

4.4 Special warnings and precautions for use

Renal impairment

as-eGFR<30-mb/min/1-73-m? Hsee—seeﬂen%—?.—)— Repatha should be used W|th caution in

patients with severe renal impairment.

4.8 Undesirable effects

Pediatric population

The safety and effectiveness of Repatha have been established in pediatric patients with
heterozygous and homozygous familial hypercholesterolemia. A clinical study to evaluate
the effects of Repatha was conducted in 158 pediatric patients aged > 10 to < 18 years old




with heterozygous familial hypercholesterolemia. No new safety concerns were identified
and the safety data in this pediatric population was consistent with the known safety profile
of the product in adults with heterozygous familial hypercholesterolemia. Twenty-six
pediatric patients with homozygous familial hypercholesterolemia have been treated with
Repatha in clinical studies conducted in patients aged > 10 to < 18 years. No difference in
safety was observed between pediatric and adult patients with homozygous familial
hypercholesterolemia.

The development of anti-evolocumab antibodies was not detected in clinical trials of
pediatric patients treated with Repatha.
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