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YAZ (Drospirenone 3 mg /Ethinyl estradiol 0.02 mg) 

when compared to baseline. The original NDA does not report any increased risk of renal 
impairment with DRSP/EE use. In fact, the changes in creatinine clearance for the 
DRSP/EE groups in those studies were less than the placebo arm. There were no clinically 
relevant changes in serum creatinine in either study. No changes to current labeling are 
suggested for these small changes in creatinine clearance demonstrated in these acne trials. 

1.3.4 Dosing Regimen and Administration 

The dosing regimen is DRSP 3 mg/EE 0.02 mg administered once daily in tablet form for 
24 days, followed by 4 days of inert tablets, packaged in blister packs. 

Dose ranging studies were not performed. 

1.3.5 Drug-Drug Interactions 

No new drug-drug interaction studies were performed for this submission. 

No literature reports were found regarding interactions between YAZ and these acne 
products. In a study to evaluate the effect of oral minocycline on low dose oral 
contraceptives, minocycline-related changes in estradiol, progesterone, FSH and LH 
plasma levels, of breakthrough bleeding, or of contraceptive failure, could not be ruled out. 
Labeling should include a precaution that states that patients are advised to use a second 
form of contraception when treated with minocycline to avoid contraceptive failure. 

1.3.6 Special Populations 

The applicant’s efforts to evaluate the effects of age, race and ethnicity were adequate in 
the two studies. There was no evidence of clinically significant effect for any of these 
parameters on safety or efficacy. 

The findings for ISGA (pooled data and individual study findings) indicated that the 
highest percentage of women who had a rating of ’clear’ or ’almost clear’ on the ISGA 
assessment scale at endpoint were Caucasians in the YAZ subgroup compared with the 
respective placebo subgroup. In the subgroups of Blacks and Hispanics, the difference 


































































































































