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Sample size estimation is an important step before undertaking any clinical study. However, the entire process
depends upon the number of patients to be included for the proposed study. The purpose of this paper is to provide
a reference table containing sample size required for a post marketing clinical trial when there is no background
incidence of adverse events in the general population. The table provides sample size for various options such as the
expected incidence rate of adverse reactions and the number of occurrence of a particular adverse reaction along
with various statistical powers.

Sample size Estimation when there is no background incidence of Adverse Events
If the expected incidence rate of adverse reactions is A, the expected number of occurrences of a particular adverse

reaction is a and the number of patients required to be studied is N. This N needs to be estimated. If the incidence of
adverse reactions is reasonably low and for a given statistical power (1-% ), N satisfies the following method.
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When a =1 (i.e., when adverse reaction expected to occur only in one patient) then the above equation simplifies to
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For a > 1 there is no simple expression for the solution for the above equation but the same can be solved by using
simulation methods. Thus the required sample size could be estimated from the above equations.

The following table gives required sample size for various options such as expected incidence rate of adverse
reactions (N), the number of occurrence of a particular adverse reaction (a) and statistical power (1-R).

Table 1: Sample sizes required to observe a total of a adverse reactions with a given probability 1-& and anticipated
incidence A\

\ Statistical Power
a

50% 60% 70% 80% 90% 95%
96688 104757 13873 125188 142060 157053
0.001 1 694 917 1204 1610 2303 2996
2 1679 2023 2440 2995 3890 4744
3 2675 3106 3616 4280 5323 6296
4 3673 4176 4763 5516 6681 7754
5 4671 5237 5891 6721 7994 9154
6 5671 6292 7006 7906 9275 10514
7 6670 7343 812 9076 10533 11843
8 7670 8390 9209 10233 n77 13149
9 8669 9434 10301 11380 12995 14435
10 9669 10476 1388 12519 14206 15706
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Sample size estimation is an important step in the planning of a post marketing clinical trial especially when there is no
background incidence of adverse events in general population. The information provided above would certainly help
clinical teams to simplify calculations to estimate sample size for the proposed study. Thus the table could be used as

a ready reckoner for any post marketing clinical research to estimate the adverse events.
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