
Example:  Clinical trial at Memorial Sloan-Kettering Cancer 
Center in NY for treating metastatic colorectal adenocarcinoma. 
 
 
Subjects are randomized to MTX-FU or MOF-Strep.  The 
objective is to show that MOF-Strep is better than MTX-FU.  It is 
desirable to detect a difference in response rates if the true 
difference was as large as 20%.  (Note: proportions, binary data) 
 
 
"=0.05 
$ = 0.20 (i.e., Power=80%) 
One-sided 
Estimated response rate for MTX-FU = 15% 
Estimated response rate for MOF-Strep = 35% 
 
STATA: 
sampsi .15 .35, a(0.05) p(0.80) onesided 
 
N = 134 
 
Assume 20% loss-to-follow-up rate. 
Thus N= 134/0.80 = 168 (always round up). 
 
NOTE:  STATA uses a “continuity correction” to compensate for 
the fact that the discrete binomial distribution is being 
approximated by the (continuous) normal distribution.  Some 
software packages do this by default; others will not.  Use it if you 
have it, but this is a very minor worry when sample sizes are large. 



Example:  A study of weight loss in obese adults at 18 centers.   
 
Subjects are randomized to one of two treatment groups: (1) 
Orlistat (an inhibitor of fat absorption) and diet or (2) placebo and 
diet.  The change in weight is recorded after two years of 
treatment.  It is desired to be able to detect a difference (high 
power) in the treatments if the true difference is 3 Kg. 
 
Continuous outcome variable:  Change in weight (Kg) 
 
 
"=0.05 
$ = 0.10 (i.e., Power=90%) 
One-sided 
Standard Deviation of change in both groups is 8. 
Estimated mean change for Orlistat group = 9 
Estimated mean change for placebo = 6 
 
STATA: 
sampsi 6 9, sd(8) a(0.05) p(0.90) onesided 
 
N = 244 
 
It is further desired to have 75% of the patients in the Orlistat 
group.  Thus the revised sample size is  
N= 244((1.333+4)/4)) = 325 
 
Adjust in case you need nonparametric testing: 
N= 325/(0.864)= 376.2 
 
Assume 20% loss-to-follow-up rate. 
N= (376.2/ 0.8) = 470.25 
 
Need to round up to 472 (since it must be divisible by 4). 
 


