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prescribing information stating that “Each 1-gram capsule of Lovaza contains at least 900 mg of 

the ethyl esters of omega-3 fatty acids sourced from fish oil”. To avoid confusion, the dosage 

strength of the new product (subject of this review) should be labeled the same way as for 

Lovaza. The reviewer will evaluate this issue during the labeling review. At the Pre-NDA 

meeting on 10-DEC-2012, the sponsor indicated that they will be prepared to revise the dosage 

strength as deemed appropriate by FDA during the NDA review cycle. 

• NDA vs. ANDA. This new product and Lovaza (listed drug relied upon) both contain ≥ 900 mg 

of omega-3-acid-ethyl esters per capsule. However, the new product cannot be an ANDA because 

the drug substance of the new product does not meet the omega-3-acid-ethyl esters content 

requirements specified in the USP monograph. Specifically, the USP monograph for this drug 

substance requires 430-495 mg/g EPAee, 347-403 mg/g DHAee, 800-880 mg/g EPAee+DHAee, 

and 90% w/w total Omega-3-acid-ethyl esters. The drug substance of the new product contains 

 EPAee,  DHAee,  

total Omega-3-acid-ethyl esters.  

• Established name. The Office of the Chief Counsel will evaluate the established name of this 

new product (see attached emails at the end of this review). 

• Gelatin. The applicant states that the BSE/TSE certification for gelatin is included in the NDA, 

which will be checked by the primary reviewer.  

 

• Comparability of the product used in the clinical studies, stability studies, and commercial 

product. The applicant states that the formulation is the same for all clinical and stability batches 

and the commercial product. 

 

 

 

 

 

Manufacturing process of the drug product 
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