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5.3 CDEoah 5l
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, 1163-68, 2014)

B ECECsEDEN
SHERT >/ : Phasell Study (BB 72— A\) |
FRBNMIBE : =%DEIS (RR: Response Rate) BE B B34 B

BEZERNR [ 35%, HEFFERIE | 50%

E1TEDiB5R(type | error, BRK¥E) { a=0.1 4gs=1t mhy | e
1— 55288 (D3B3 (1-type Il error, BE A ) © 1-8=0.8 (80%) | MIEAEBIE = 50
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Web Site
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GRAB swoe® =

IR Canzer s Tapsthes.
AT MEML ETATISTICAL TOOLS -

Statistical Tools

One Arm Binomis! Erequency Stat
One Arm Sunival Binomial Confidence Inenal
Oine Arm Mon-Parametric Sunvival Mormal

Two Stage Einomisl

Two Arm Binomisl Poisson

Two Arm Survival Chi-Sguars
Two Arm Mormal

Binomisl Interaction

Survival Interaction

Survival Moninferiority

Expecied Deaths

https://stattools.crab.org/

87— NFHER
—B&EEER (One Arm Blnomial)
— Y15 (One Arm Normal)
— 4 7F05E (One Arm Survival)
(One Arm Non-parametric / KMIEFICE D)
—2ERfET T 1 >V (BLEER DA, Two Stage)

277 — I\FUER
—&EEER (Two Arm Blnomial)
— &35 (Two Arm Normal)
— 4 F05E (One Arm Survival)

—BEER(CXTT DRZBAFA (Two Arm Binomial)
— S FEEICX T DRXBAIEA (Two Arm Normal)
— 4 FFE TDIELER (Survival Noninferority)
—HATFAE T (Expected Deaths
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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

Survival Phase IT Clinical Confidence Others
Analysis Trials Intervals

Means Proportions

35&*@%0511‘( AVAIAYs)
w@m VAT i
&n—c 3.

https://www2.ccrb.cuhk.edu.hk/stat/
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— Thank you for your kind attention —
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