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Introduction
The purpose of this study was to compare the effects of triphasic norgestimate (NGM)/35 mcg ethinyl estradiol (EE) [ORTHO TRI-CYCLEN® (USA); TRI-CILEST, PRAMINO (Europe)] and monophasic norethindrone acetate (NETA)/20 mcg EE (Loestrin® Fe 1/20) on cycle control, lipids, androgens, and user satisfaction.

Materials and Methods
This was an open-label, multicenter study in which new-start OC users were randomized to NGM/EE or NETA/EE for six cycles. Subjects completed diary cards documenting pill taking and uterine bleeding. Lab measures were performed at cycles 3 and 6. 

Results
Breakthrough bleeding and/or spotting (BTB/BTS) occurred in a significantly greater percentage of NETA/EE users than NGM/EE users at each of the six cycles (p £0.002): 
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Early withdrawal flow was also significantly higher in the NETA/EE group than in the NGM/EE group at each of the six cycles (p<0.001). Absence of menses was experienced by 10 to 21% of women in the NETA/EE group but only by 2 to 5% of women in the NGM/EE group at each cycle. The treatment difference was significant at cycles 2-6 (p £0.003).NGM/EE produced a significantly more beneficial effect on LDL/HDL, HDL, HDL2, Apo A-1, SHBG, and Free T than did NETA/EE (p £.001). No significant treatment differences were found for cholesterol, LDL, triglycerides, or Apo B. At cycle 6, 83% of NGM/EE users and 65% of NETA/EE users were satisfied with their OC ((p £.001).

Conclusion
This study demonstrated that triphasic NGM/35 mcg EE is superior to NETA/20 mcg EE in cycle control, lipid and androgen measures, and user satisfaction.
