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9.5. Study Size 

9.5.1. Sampling 

The real number of eligible patients included in the dulaglutide group will depend on the uptake 
and volume of the drug in each country. 

The sample size formula, based on the normal approximation to the binomial distribution, for 
calculation of the number of subjects n required to determine a proportion p with a precision e
with a two-sided  first-type error is the following: 

 (1)

Based on this sample, and considering a confidence interval of 95%, in order to be able to 
determine any percentage with a precision of at least ±5%, 384 subjects will be necessary.  This 
corresponds to a hypothetical proportion of 50% which is generally considered acceptable as it 
yields to the largest sample size for each precision level.  Respectively, a precision of at least 
±3% or ±10% would necessitate a sample size of 1066 or 97 dulaglutide initiated patients.

In this study, assuming that we would like to be able to describe any proportion with a precision 
of at least 10% in each country, a minimum sample size of 100 cases is required for any of the 
countries.  Assuming we want that the smallest country to represent at least 10% of the whole 
sample, it was pragmatically decided to start the study when data on 1,000 initiations of 
dulaglutide are available in the considered databases with at least 100 cases available in the 
smallest contributing country. 

9.5.2. Feasibility Assessment 
Some other characteristics of candidate databases along with current counts of physicians 
diabetic patients, as well as those treated with GLP-1 receptor agonists is presented below (Table 
9.5.2-1). 
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