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[ Abstract)

The article aimed to introduce four kinds of the comparative types in the design of clinical trials for a new drug,

such as general difference test, non — inferiority test, superiority test and equivalence test. The author summarized many kinds of

hypotheses and deduced the concept of the generalized difference test by explaining the concepts related to the hypothesis test, and also

focused on four comparative types and their rational applications. Started from the view of the clinical trial design, the authors

presented the SAS programs and applied examples which involved the sample size determination for the situation mentioned above, and

also provided the references to "solutions for other contents related to the four comparative types of two group parallel design" .
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% let x_bar_t =13.29 ;% let x_bar_r=14.87 ;% let s_t =6.10;% let s_r
=5.84;
% let alpha =0.05 ;% let beta =0.20;% let n_max =10000;

data clinic10_1;

do n_r=2 to &n_max;
n_t=n_r;
power = probt( ( &x_bar_t — &x_bar_r)/sqrt( (1/n_t + 1/n_r) % ((n_t
—1) % &s_t* *2+(n_r—1) *&s_r* *2)/(n_t+n_r-2)) —tinv
(1 - &alpha/2,n_t+n_r-2),n_t+n_r-2) + probt( — (&x_bar_t —
&x_bar_r)/sqrt( (1/n_t+1/n_r) = ((n_t-1) * &s_t* %2+ (n_r-
1) #&s_r* %2)/(n_t+n_r—-2)) —tinv(1l - &alpha/2 ,n_t + n_r -
2),n_t+n_r-2);
if power > =1 — &beta then goto ok;

end;

ok:n_t=n_r;
run;
ods html;
proc print noobs;

var n_t n_r power;
run;

ods html close;
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% let x_bar_t =13.29;% let x_bar_r=14.87 ;% let s_t =6.10;%let s_r

=5.84;%Ilet delta_l.= -3.0;
% let alpha =0.05 ;% let beta =0.20;% let n_max = 10000

data clinicl0_4;

do n_r =2 to & n_max;

n_t=n_r;
power = probt( ( ( &x_bar_t — &x_bar_r) - &delta_L)/sqrt( (1/n_t+1/
n_r) % ((n_t=1) %« &s_tx %2+ (n_r—1) *x&s_r* *2)/(n_t+n_r
-2)) —tinv(1l - &alpha,n_t+n_r-2) ,n_t+n_r-2);
if power > =1 — &beta then go to ok;
end;
ok:n_t=n_r;
run;
ods html;
proc print noobs;
var n_t n_r power;
run;

ods html close;
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% let x_bar_t =13.29;%let x_bar_r=14.87 ;% let s_t =6.10;%let s_r
=5.84;
% let delta_L.= —3.0;%let delta_U =3.0;

% let alpha =0.05 ;% let beta =0.20; % let n_max =10000;
data clinicl0_5;

do n_r=2 to & n_max;

n_t=n_r;
power = probt( ( — &delta_L + ( &x_bar_t — &x_bar_r) ) /sqrt ( (1/n_t +
I/n_r) * ((n_t—1) %« &s_t* %2+ (n_r—1) «&s_r=* *2)/(n_t+n
_r-2)) —tinv(1l — &alpha/2,n_t +n_r-2) ,n_t+n_r —2) + probt
((&delta_U — (&x_bar_t — &x_bar_r) ) /sqrt( (1/n_t+1/n_r) = ((n_
t—1) *&s_tx %2+ (n_r—1) *x&s_r* %x2)/(n_t+n_r-2)) —tinv
(1 -&alpha/2,n_t+n_r-2),n_t+n_r-2) -1;
if power > =1 — &beta then go to ok;
end;
ok:n_t=n_r;
run;
ods html;
proc print noobs;
var n_t n_r power;
run;

ods html close;
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