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[Abstract] This article mainly introduced the concept, principle and function of noninferiority testing in clinical trials and the

implementation of SAS for noninferiority testing of unary quantitative data in group design. The application of SAS software in the

noninferiority testing was demonstrated through examples. The operation was based on the original quantitative data or the data

structure of the given sample size, mean, and standard deviation. And it was also to explain the results and make conclusions.
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data examplel;

nl1=132; n2=131;

meanl=15. 2; mean2=15.5;

s1=16. 3; s2=13.1;

%55 1 2%/

L=-5.00;

ssl=s1#¥2%(nl1-1);

§82=82%%2%(n2-1)

sc=(ssl+ss2)/(nl1+n2-2);

se=sqrt(sc*(1/n1+1/n2));

[¥55 2 %/

t=((meanl-mean2)-1.)/se;

p=1—probt(t, nl+n2-2);
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S

df=nl+n2-2;

up=1-0. 05;
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ute=TINV (up, df);

cl=(meanl-mean2)—utc*se;

run;

ods html;

proc print;

var t p ute cl;

run;

ods html close;

(PR BT )4 1 B BE AR A SHE LOE R
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Obs t p ute cl
1 2.57626 0.005269056 1.65071 -3.31148
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data example2;

input group$ n;

input x @@;

output;

end;

cards;

Groupl 53
0.33 1.21 3.26 0.48 1.46 1.92 0.74 1.00 1.11
-0.290.72-0.102.71 2. 13 1.76 1. 18 1.07 1. 69
2.590.18 2.48 2.04 2.85 2.35 -0.23 1.13 1.53
-0.221.752.321.84 1.67 1.46 0.67 1.62 1.19
2.34 2.87 2.552.00 1.27 0.83 1.25 0.87 3.29
1.92 0.38 2.11 1.74 2.51 0.45 1.80 3.20

Group2 26
3.05 1.77 0.98 1.50 1.22 0.85 3.29 1.54 1.19

1.00 1.36 0.27 0.79 1.86 1.53 1.69 2.09 1.50
1.67 2.33 1.95 2.51 1.24 1.98 1.32 1.40

run;

1565 2 AR B R B/

13RI 2 22 B9 WU 90. 0% A5 X 18], #H 24 F
BN 95. 0% E {75 1X i) */

ods html;

proc ltest data=example2 alpha=0. 10 sides=u hO=
-0. 52;

class group;

var x;

Tun;

ods html close;

(R2 7 ULBH 158 — 20, AR I D 0 2 ot 500 57 I
At 540 4 “example2”, T2 3 X6 28 56 41 6T HE 2H A 1]
BAYELR S — N IRIG 4L, 55 — 4 XTI . 55
M 7E TTEST i #2  , sides=u 2275 2R 1 BA MG 565
h0=-0. 52 A& 22 WY E 45 201 B 5 “alpha=0. 10”1E
FER B = 22 B AU 90. 0% B A5 X[ , AH 24 T i
95. 0% & {5 X [A] .

(SAS == 24 Hh 45 5 K ik g ]

The TTEST Procedure
Variable : x
group Method N Mean StdDev  StdErr  Minimum Maximum
Groupl 53 1.5279  0.9291  0.1276  —0.2900 3. 2900
Group2 26 1.6108  0.6727  0.1319 0. 2700 3. 2900
Diff(1-2) Pooled -0.0828  0.8544  0.2046
Diff(1-2)  Satterthwaite -0. 0828 0. 1836
group Method Mean 90% CL Mean Std Dev 95% CL Std Dev
Groupl 1.5279 1.3142  1.7417  0.9291  0.8018  1.1100
Group2 1.6108 1.3854  1.8361  0.6727  0.5481  0.8799
Diff(1-2) Pooled -0.0828  -0.3473 Infty 0.8544  0.7554  0.9862
Diff (1-2)  Satterthwaite ~ —0.0828  -0.3205 Infty
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PASCEAT 2 E W E bR 22 ARdiELR OB 90. 0%
(A 24 TF 200 95. 0% ) A5 X i) 2545 L

Method ~ Variances  DF ¢ Value  Pr>t
Pooled Equal 77 2.14  0.0179
Satterthwaite Unequal 65.932  2.38 0.0101
Equality of Variances
Method Folded ¥ Den DF  F Value Pr>F
Folded F 52 25 1.91 0.0811
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