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Summary of Testimony*

Dear Arizona AHCCCS Pharmacy & Therapeutics Committee,

In response to the upcoming P&T committee posted agenda, Amgen kindly
requests consideration of the following information for Repatha®
(evolocumab).

Repatha® is a proprotein convertase subtilisin/kexin type 9 inhibitor

AHCCCS | azahcccs.gov


mailto:jefbaldw@amgen.com

(PCSK9i) indicated: (1)

o] To reduce the risk of major adverse CV events (CV death, MI, stroke,
unstable angina requiring hospitalization, or coronary revascularization) in
adults at increased risk for these events

0 As an adjunct to diet and exercise to reduce LDL-C in:

o} Adults with hypercholesterolemia

o} Adults and pediatric patients aged 10 years and older with HeFH

0 Adults and pediatric patients aged 10 years and older with HoFH

The safety and effectiveness of Repatha® have not been established in
pediatric patients with HeFH or HoFH who are younger than 10 years old or in
pediatric patients with other types of hypercholesterolemia.l

The updated indication now includes adults at increased risk for MACE,
including cardiovascular death, myocardial infarction, stroke, unstable
angina requiring hospitalization, or coronary revascularization, without the
prior requirement for established cardiovascular disease.

Clinical Updates

Repatha is now the first and only PCSK9 inhibitor shown to reduce the risk of
MACE in patients at high CV risk without prior MI or stroke. This new CV
outcomes data comes from the VESALIUS-CV phase 3 trial of approximately
12,000 patients at high CV risk without prior MI or stroke. Enrolled patients
had at least one of the following disease categories: coronary artery
disease, high-risk diabetes mellitus, peripheral artery disease, or
atherosclerotic cerebrovascular disease and at least one additional high-risk
criteria. The topline result was that evolocumab plus optimized lipid-
lowering therapy significantly reduced the risk of composite MACE events
compared to optimized lipid-lowering therapy alone. There was a 25% Relative
Risk Reduction in the 3-point MACE (time to first occurrence of coronary
heart disease death, MI, or ischemic stroke) for patients receiving
evolocumab. There was also a 19% relative risk reduction in the 4-point MACE
(time to first occurrence of coronary heart disease death, MI, ischemic
stroke, or ischemia-driven arterial revascularization). Evolocumab also
reduced the risk of a first MI by 36%. Evolocumab lowered LDL-C by a mean of
55% vs placebo with the median LDL-C at 48 weeks of 45 mg/dL (evolocumab
group) vs 109 mg/dL (placebo group). Reported serious adverse events were
28.2% for evolocumab vs 28.9% for placebo. Adverse events leading to study
drug discontinuation occurred in 3.3% and 3.7% for evolocumab and placebo,
respectively. (2)

Additionally, in a pre-specified exploratory subgroup analysis of high-risk
patients without known significant atherosclerosis and with diabetes (who
comprised ~30% of the overall study population), addition of evolocumab to
baseline 1lipid lowering therapy resulted in a median LDL-C of 44 mg/dL
compared to 105 mg/dL for placebo, a 31% RRR in both 3-P and 4-P MACE
endpoints, and a 32% RRR in CV death, MI, or ischemic stroke. Reported
serious AEs were comparable between groups.(3)

Highlights from Relevant Guidelines

The recently updated 2026 AHA/ACC Guideline on the Management of Dyslipidemia
re-established LDL-C goals, and reinforced that earlier, more intensive LDL-C
lowering is essential for reducing cardiovascular risk. The guideline
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recommends LDL-C goals of < 70 mg/dL for adults aged 40-75 with diabetes and
multiple ASCVD risk factors (or in adults with diabetes and 10-year ASCVD
risk of > 10% by the PREVENT-ASCVD equations), as well as for ASCVD patients
not at very high risk and <55 mg/dL for secondary prevention in patients at
very high-risk (majority of patients with clinical ASCVD). Updates to
treatment sequencing with non-statin therapies, enable earlier initiation of
PCSK9i mAbs in select patient populations, including equal placement with
ezetimibe (and in some cases, bempedoic acid). Ezetimibe is no longer placed
prior to a PCSK9i mAb like Repatha for many patient groups. Additionally,
coronary artery calcium (CAC) scoring is utilized to improve risk assessment
and guide treatment decisions in patients with subclinical
atherosclerosis.(4) Separately, the 2026 ADA clinical guidelines recommend a
PCSK9i, like Repatha®, or ezetimibe in patients with diabetes ages 40 to 75
who are at high CV risk and on a high-intensity stain but have not achieved
LDL-C < 70 mg/dL with a 50% reduction from baseline.(5)

Repatha Prior Authorization

Repatha® has an established safety profile and reduces the risk of CV events
in adults with established CV disease and has been studied in 51 clinical
trials involving > 57,000 patients in both the Repatha® and comparator
groups. Given the reduction in MACE seen in VESALIUS-CV, guideline
recommendations, and the fact that LDL-C is a modifiable risk factor
warranting greater attention in patients at high CV risk, we respectfully ask
that the Repatha® prior authorization criteria be revised to remove the
ezetimibe step requirement for ASCVD patients. Ezetimibe used in combination
with a statin therapy results in approximately 25% LDL-C lowering and
approximately15%-20% reduction when used as monotherapy and may benefit
patients who require less intensive LDL-C lowering (LDL-C, 70 - 99 mg/dL).
Additionally, please consider removing the specialist consultation
requirement that may lead to delays and under-treatment especially for those
living in rural areas.

Thank you for your review of this information in support of appropriate
access to Repatha aligned with the prescribing information.
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