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BACKGROUND

Neuvosyn has developed a fixed-dose combination of an oral contraceptive containing 
levonorgestrel 0.1-mg and ethinyl estradiol 0.02-mg tablets copackaged with 7 nonhormonal 
(placebo) iron tablets each containing  Ferrochel® (equivalent to 10 mg elemental iron). 
The iron placebo tablets are present to facilitate ease of drug administration in a 28-day regimen 
and do not serve any therapeutic purpose.

Neuvosyn’s proposed product is indicated to prevent pregnancy in women who chose an oral 
contraceptive as their method of contraception. The dosing regimen consists of continuous 
dosing for 21 consecutive days followed by 7 days on placebo tablets.

Neuvosyn has not conducted any clinical trials in support of this proposed product. To support 
the efficacy of their levonorgestrel 0.1-mg/ethinyl estradiol 0.02-mg tablet, Neuvosyn relies on 
the Agency’s previous findings of safety and efficacy for Alesse Tablets (NDA 020683). 
Neuvosyn has obtained a right of reference from Novast to ANDA 090721 to support approval.

CONCLUSION

There is no new efficacy data submitted in support of this NDA. Therefore, no statistical review 
is necessary. 
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