
Medical Officer Reviews Not Discussing Sponsor-Reported 
Sex-Related Analyses of Differences in Drug Response

(All figures in percent)

No discussion of analyses of differences in
No discussion of analyses of differences in drug response between women using the 
drug response between men and women test drug and women in a comparison group

Safety 61 81

Efficacy 58 75

Pharmacokinetics 44 n/aa

a Pharmacokinetic studies are usually performed using just the test drug.

Source: GAO’s review of 36 Medical Officer Reviews.


