Balancing Efficacy’and Safetysin
Treating Dyslipidemia Patients
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It is estimated that 1% reduction in LDL-C levels, the relative risk for major
CHD events is reduced by approximately 1%
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Baseline/Characteristics Significant reduction in lipid parameters
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Primary endpoint: Secondary. endpoin

CV death/Ml/ischemic stroke/UA Primary endpoint + coronary revascularization*

Pitavastatin 4 mg/day significantly reduced the primary endpoint vs. pitavastatin 1 Pitavastatin 4 mg/day significantly reduced the secondary composite endpoint vs.
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Other secondary endpoints REAL-CAD.demonstrate significantreduction

in all-cause mortality.

No. of patients with event (%)
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The FDA is making several changes to the labels of statins following a comprehensive review, the

agency announced on Tuesday: http://www.fda.gov/Safety/MedWatch/Safe .. 293670.htm

«Incident diabetes and increased blood glucose are possible with statin use. Several meta-

analyses found an increased risk for diabetes (9%—13%) in patients taking statins.
Reversible memory loss and confusion are possible, though rare. The FDA said there is no
evidence that these side effects lead to significant cognitive decline later.

«Routine monitoring of the liver enzyme alanine aminotransferase is no longer required,
although testing before statin initiation and as clinically indicated is still recommended. The
agency has concluded that serious liver injury among patients taking statins is rare and cannot
be prevented with routine monitoring.

«Use of lovastatin is now contraindicated with strong CYP3A4 inhibitors — including
itraconazole and erythromycin — to reduce the risk for rhabdomyolysis. Lovastatin's new label

also lists dose limitations and several other drugs to avoid.
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Effectsieiistatins on plasmea

adiponecin

Pitavastatin exhibited a higher ability to increase plasma adiponectin level vs. other
statins.
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LIVES study/LIVES study extension

No adverse effect on glucose metabolism

2020/3/17

A significant decrease of HbAlc in DM patients was observed after long-term
pitavastatin treatment.
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CIRCLE Study
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CIRCLE Study
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Zulitor (Pitavastatin 4mg)
FEUSFDA #Z/ETE =Bl =

epaeeil. @._..-_

Zulitor patient type

1. Stable CAD &% (Ref: REAL CAD)
2.DM+CVD &# (Ref: REAL CAD)
3. Hypertension+CVD &# (Ref: REAL CAD)

4. FERR B E (MM KRENS) (Ref:{HEE- Zulitor R MEE)
5. ZERZEEEBE (RefHE-Zulitor $FH A HHIRE)

6. PCIifi#& & #HDL<45 &% (Ref: CIRCLE Study)
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