
Dec 1, 2010 
 
 
 
Dear Iowa Medicaid P&T Committee 
 
During the Nov 18, 2010 Iowa Medicaid Pharmacy and Therapeutics meeting, a committee 
member stated that Effient (prasugrel) did not show benefit in women, patients older than 65 
years of age, or in patients with reduced renal function in the TRITON Trial.  This is an 
inaccurate interpretation of a hazard plot as shown in Figure 1, below.  The following written 
documentation is being submitted to correct the record to show that Effient demonstrated 
consistent effect in the subgroups presented in Figure 1 below, including subgroups defined by 
gender, age, or renal function in the TRITON-TIMI 38 trial.   
 
In TRITON-TIMI 38, patient randomization was not stratified by gender, age, or renal 
impairment, and subgroup findings should be interpreted in context of the overall study results.  
Studies are powered to ensure that the primary hypothesis can be adequately tested.  There are 
limitations to subgroup analysis (such as multiplicity and power), and therefore, they should be 
examined for consistency with the overall trial results.  Since subgroups will have smaller patient 
numbers than the overall trial, confidence intervals will be wider, and may cross the point of 
unity.  For this reason, there is an inability to use subset analysis alone to make efficacy 
determinations.  Greater emphasis should be placed on the overall trial results than on findings 
within a particular subgroup.[1]   
 
Figure 1 shows the efficacy across baseline characteristics, included gender, age, and renal 
function.[2]  As seen in the figure, the effect of Effient across the displayed baseline 
characteristics was consistent and favored Effient.  The test for interaction was used to detect a 
difference in effect between the subgroups.  None of the p-values for interactions within the 
Figure 1 were significant.  This indicates that the efficacy was not different between patients 
with different displayed baseline characteristics, including male versus female, across age groups 
(<65 years, 65 to 74 years, or >75 years), and renal function <60 ml/min versus > 60 ml/min.[2]  
As the Effient label indicates, Effient is generally not recommended in patients greater than 75 
years of age, because of the increased risk of fatal and intracranial bleeding and uncertain 
benefit, except in high-risk situations (patients with diabetes or a history of prior MI) where its 
effect appears to be greater and its use may be considered.[3]    
  
 



 




