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Pharmacokinetic, safety and efficacy data of CaPre®, a novel investigational Omega-3 drug Derived from Krill OiL
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Objectives: To compare the pharmacokinetic, safety and efficacy data of CaPre with omega-3 prescription drugs containing eicosapentaenoic acid (EPA) and docosahexaenoic acid (DHA).  
Background: CaPre is a mixture containing EPA and DHA present as a combination of phospholipid esters and free fatty acids. CaPre is being developed for the treatment of severe hypertriglyceridemia.
Methods: Pharmacokinetic and efficacy data from two Phase 1 trials (single and multiple ascending dose trial along with a comparative bioavailability study against Lovaza) and two Phase 2 dose-finding trials with CaPre were compared to established omega-3 prescription drugs for exposure (AUC0-72, Cmax) of total EPA+DHA in plasma  and lipid profiles.  
Results: In fasting conditions, CaPre showed higher AUC0-72 and Cmax for total EPA+DHA compared to Lovaza. When following a high fat meal (HF), Lovaza showed higher bioavailability compared to CaPre.  Following multiple daily doses, the bioavailability of CaPre is not meaningfully affected by the fat content of the meal consumed prior to dose administration. CaPre presents a more comprehensive effect on lipid markers at various doses by significantly lowering triglycerides and non-HDL cholesterol levels while having either a neutral or a beneficial effect of LDL- and HDL-cholesterol.     
Conclusion: The bioavailability of EPA and DHA in CaPre is far less affected when taken on an empty stomach as compared to the Ethyl Ester forms in Lovaza. The bioavailability of Lovaza is maximal following administration with a HF meal which is not suggested for hypertriglyceridemic patients, but is dramatically reduced under fasting conditions. Patients with hypertriglyceridemia adhering to a low fat diet should retain efficacy when taking CaPre in either the fasted state or with a low fat diet.  In addition, CaPre may become an interesting clinical option as it appears to provide multiple potential effects on lipid markers such as LDL- and HDL-cholesterol, non-HDL cholesterol and triglycerides. 
