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Primary Results of the VESALIUS-CV Trial: Evolocumab in Patients at High Cardiovascular Risk Without Prior M| or Stroke

Announcer:
Welcome to DataPulse from AHA 2025 on ReachMD. This activity, titled “Primary Results of the VESALIUS-CV Trial: Evolocumab in
Patients at High Cardiovascular Risk Without Prior Ml or Stroke” is provided by Medcon International.

Dr. Bohula:
Hi there. From AHA 2025 in New Orleans. My name is Erin Bohula, and | am the co—principal investigator of the VESALIUS-CV study,
and | was hoping to give you a little bit of a high-level overview of what we found and what we presented here at AHA.

The VESALIUS-CV study was really a landmark study evaluating the use of a PCSKS9 inhibitor, evolocumab, in the setting of patients
who are at high cardiovascular risk but who have not had a prior Ml or stroke. The prior trials of PCSK9 inhibitors have focused on that
highest-risk population who have in fact had a history of Ml or stroke, so this is the first study in a lower-risk population.

And to provide a few more details about who these patients are, we enrolled about 12,000 patients, and they were enrolled on the basis
of at least one of the following criteria: they had to have coronary artery disease without a prior MI, peripheral artery disease,
cerebrovascular disease without a stroke, or high-risk diabetes. And additionally, they had to have elevated cholesterol, and one of the
criteria there was an LDL cholesterol of at least 90 mg/dL.

These patients were well treated with background lipid-lowering therapy. About 72% of them were on a high-intensity regimen, and 68%
were on a high-intensity statin. And the median LDL nonetheless was 122 mg/dL.

And what we ultimately found in this patient population is that treatment with evolocumab significantly reduced the LDL down by about
55% to a median of 45 mg/dL. And very importantly, in this setting, we saw significant reductions in cardiovascular events. More
specifically, we observed a 25% reduction in one of our co—primary endpoints, which was a composite of coronary heart disease death,
MI, or ischemic stroke, and a 19% reduction in another composite, which were those same elements plus ischemia-driven
revascularization.

In addition, we saw a 36% reduction in the first Ml in these patients, or Ml in general, but because they had not had a prior event we can
say we prevented that first Ml. And also there were nominal findings on all-cause mortality, a hazard ratio of 0.80 with a Pvalue that was
0.0005. So very important findings.

We were really excited to see this. And | think what this means is it really reinforces the fact that we should be identifying these patients
who are still at risk, lower risk than those studied before, and we should be pushing their LDL down to very low levels. So for example,
on average, maybe around 40 or 45 mg/dL, as was done in this study.

So again, thank you for your attention. My name is Erin Bohula, and | appreciate you watching today.
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