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3 g n
Phase Il study of trastuzumab in combination with S-1 plus cisplatin in HER2-
positive gastric cancer (HERBIS-1)

The required sample size was estimated based on a threshold RR of 35% and an
expected RR of 50%, 80% power, and an alpha value of 0.1 (one-sided) using the
binomial test. Given 2% of ineligible patients, the target sample size was determined
to be at least 50 patients.

(Kurokawa et al., British Journal of Cancer, 110, B88,32014)
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https://stattools.crab.org/
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The Chinese University of Hong Kong

Sample Size Estimation

Introduction: In general, sample size calculation is conducted through a pre-study power analysis. Its purpose is to select an
appropriate sample size in achieving a desired power for correctly detection of a pre-specified clinical meaningful difference at a given
level of significance. This study/tool will provide statistical procedures for determination of sample size required not only for testing
equality, but also for testing non-inferiority/superiority, eguivalence (similarity), some survival analysis and phase II clinical trials
designs that are commonly employed at various phases of clinical development. As a handful tool, it is very useful for clinical scientists
and biostatisticians in the pharmaceutical industry, regulatory agencies, academia, and other researchers.

This program helps users to determine sample sizes and confidence intervals for a wide range of statistical techniques including means,
proportions, survival analysis, phase II clinical trials, epidemiological studies and some general cases).

DIRECTIOMS:

+ Choose one of techniques from the following table

+ From the chosen table, please select one of specified case that you are interested

+ A new window will pop up and please read the mstructions on how to use the calaulation tools.

+ If you don’t know which program to use, please feel free to check : User guidance, definition and terminology

Means Proportions Survival Phase IT Clinical Confidence Others
Analysis Trials Intervals

https://www?2.ccrb.cuhk.edu.hk/stat/
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#S Power and Sample Size Program: Main Window = | B |

File Edit Log Help
Sunvival It—test} Regression 1] Regressianz} Dichotomous Mamel—Haenszell Lag}

Studies that are analyzed by log-rank tests

Output

What do vou want to know? [Sample se= |
Design

How is the atternative hyp I?
Input

@£ ‘ R ‘ 4 ‘ Calculate
power | my | E |
m 4

Description

PS version 3.1.2 Copyto Log Exit

Logging is enabled.

32

nhmrealt gyl U A
G y 8 tbs ARGI §
CbEZzN

http://biostat.mc.vanderbilt.edu/wiki/
Main/PowerSampleSize



,, gGl §bi €ZbEZzN
6ZbEZz N

fé) PASS

Sample Size

n‘? nQuery Advisor
+NnTerim4.0

-+

File EGl  View Asistants Plal Tools Windaw Help

i % s Mew Faxed Term Test [ New inkesimTest | |~ Plok Power vs Sample Siee
Obtaining a Sample Size in PASS e e
1 2 3 4
- S Test significance level o 0.05 s 005 .05
o Select the Procedure PSS Home DeswnTwe Ssoom (32) []Bosom(bd) [g]ssleon (o) [w]Boleam (b2 [x]851
‘mﬂ Vew Frocefres Toss Wedew Help a0 True Difference in Means (utr-pcont) J 0.05 0.1 015
| L. Upper Equivalence Limit 02 02 02 02
[rosiitid Lower Equrvalence Lamit 02 02 02 02
lect a Procedure ‘Within Standard Error (Sw) 01 L) 0.1 o1
Sample Size (N) 20 25 52 200
] s fe s
Ry oy gl P Jmseatoao

Total study cost =
e sarpe 1 et sy R
e ‘¢ e
P e— 4
PoTa— o 3
9 Enter the Values
TR Vew Pun Procedaes Tooh  Windew Heb so w
- ‘ "
| T 5
P +2
£ 3 = 1
Two-Sample T-Tests Assuming b “
Equal Variance (Enter Means) = = =
Ogtion o . >
“ rrew— —

.




Y% DOGRwWw | ¢ DD Njo w
$31 Dz Dav DZ LD Njp F G
5w g « U % O6R O0UFRYT §g3I7¢
GfFs ~ GRY g DA O DAjs
Gf 6 R
P33 &3 HH DX oD Njg " U049 ueAGU
" Bayes AL 8mT wW s NjG

AL 8mUIRGI » KoDpNjoH %  omt €Dz
OW_ £ (f p* Nj3A

~

34



— Thank you for your kind attention
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