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l’l[k,j]<-
(i/4)*(1+sqrt(1+(2*(1+phi))/(phi*i*
delta)))**2

delta<-delta+0.05

b
k<-k+1
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# OR
m_OR<-matrix(NA,13,19)
pil<-0.05; pi2<-0.1
phi<-1
za<-1.96 # alpha=0.05 two-sided
#za<-1.6449 # alpha=0.05 one-
sided
#zb<-0.8416 # beta=0.2
zb<-1.2816 # beta=0.1
for (col in 1:19)
{
ww<-1.2
for (row in1:13)
{
pi2<-ww*pil/(1-pil+ww*pil)
pi<-(pil+phi*pi2)/(1+phi)
m_ORJ[row,col]<-
((1+phi)/phi)*((za+zb)**2)/(((log(w
w))**2)*pi*(1-pi))
if (ww<2) {ww<-ww+0.1}
if (ww>2.1) {ww<-ww+1}
if (row==9) {ww<-ww+1}
if (ww==6) {ww<-10}
}
pil<-pi1+0.05
j
trunc(m_OR+1)
n<-matrix(*’V¥) +)

phi=1
delta<-0.05; #m<-10
k<-1
for (i in
c(10,15,20,25,30,35,40,50,60,70,80,
90,100))
{
delta<-0.05
for (j in 1:10)
{
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Abstract

Background: Nowadays, it is very common to investigate the effect of a new method or
medicine by using a comparison between two independent groups in many clinical studies.
Unfortunately, based on scientific formulas the sample size part has not been studied; rather it
is based on practical issues and this makes the results unreliable. Therefore, this paper studies
the ability to obtain sample size for binary data when the research aim is to compare two
independent groups; some tables are prepared to reach this aim.

Methods: In this applied study, the possibility to obtain the sample size for binary data for
comparing the two proportions is studied. Chi-square test and exact Fisher test as well as chi-
square test with Yates correction are used in this paper, and some formulas and tables are
presented with the aim of calculating the sample size with the significant level of 0.05 and
power of 80% and 90%. R version 3.1.1 is used to obtain the sample size in different
scenarios.

Results: The findings of this manuscript are based on mathematical formulas and tables
produced in order to obtain the adequate sample size for binary data in two independent
groups at 0.05 significance level with a power of 80% and 90%.

Conclusion: It is strongly suggested to use the formulas and tables presented in this paper to
obtain the appropriate sample size in researches in which the study plan is based on the
comparison of two independent groups with binary data.

Keywords: Sample size justification, Two independent groups, Binary variable, Power,
Clinical studies
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