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Study design: 
How not to ruin 
a perfectly good 
product with a 
perfectly fl awed 
study design
Debbie Wilkerson
Medical University of South Carolina, USA 

No two studies are alike, however there are many principles that carry across all studies for 
both drugs and devices.  Th ese principles are discussed in the domestic and international 

regulations: ICH E6, ICH E8, FDA CFR Title 12: 312, FDA CFR Title 12: 812, ISO 14155:2011. 
Th is presentation will discuss certain key principles and how to apply them to your study design.

Why don’t studies always show statistical signifi cance for their primary endpoint(s)?  Th ere 
are many reasons for this, the fi rst of which is an ineff ective product.  Sometimes products just 
don’t work as they are projected too.  However, properly designed studies may be able to catch an 
ineff ective product earlier in the development phase cycle – and the sooner it is determined that 
a product is ineff ective, the more money saved for the developer.  A second reason that many 
studies fail to show statistical signifi cance is because they were poorly designed or implemented.  
Examples of this include: underpowering, inappropriate patient population, poor comparison 
group/controls, or the wrong dosing.

Th is presentation will discuss the diff erent types of study designs, and how small changes 
can make a big diff erence in the outcome of your study.
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