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CONSORT=HH

(Consolidated Standards of Reporting Trials)
2010 checklist of information to included when reporting

a randomized trial
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EAZE. Jpn Pharmacol Ther. 2010.11:939-747
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(The Strengthening the Reporting of Observational

Studies in Epidemiology)
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Kk E#E i & American Statistical Association (2016.3) ) =B

(1) P-values can indicate how incompatible the data are with a specified statistical model.

PIEIXT—20HEDRETETIVICEDREREBESLEVNEZTRT IENTES.

(2) P-values do not measure the probability that the studied hypothesis is true, or the probability
that the data were produced by random chance alone.

PIEI, ARMEADETHIEREHDIWNET —INTUF LGERAIZE > TOHT—INELND
HERZRIGL.

(3) Scientific conclusions and business or policy decisions should not be based only on whether a p-
value passes a specific threshold.

HEMNEEREEDRADPBERDERRED, PENFEDRIEEZBZLINESIHDAHIZEDLY
TIEESNHRETIEAL.

(4) Proper inference requires full reporting and transparency.

@Y HERE, SERRREEEARZLELT D.

(5) A p-value, or statistical significance, does not measure the size of an effect or the importance of a
result.

PIESLLIEHMETFHAREE, HRDKSSORERODEZMRZASGLD TILEL.

(6) By itself, a p-value does not provide a good measure of evidence regarding a model or hypothesis.

PIEZDLDDATETILPRERICETIIET AN RIFGREFIFEONAL.
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Power and ;
Sample Size |
Calculations

Version 3.1.2

The PS program performs power and sample size calculations for many
common study designs. It can also generate graphs of sample size versus
power, sample size versus detectable alternative hypotheses, or power
versus detectable alternative hypotheses. For further information click on
the Overview button given below. To obtain interactive help, click on any
blue underlined text.

[T Don't show this screen again Exit | Overview | Continue

Department of Biostatistics, Vanderbilt University

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



RS Power and Sample Size Program: Main Window - | >

File Edit LogeHelp

Survival{ ttest ) Regression 1 [ Regression 2[ Dichotomous [ Mantel-Haenszel [ Laog

Studies that are analyzed ttests
Output

What do vou want to know?

Sample zize
Sample size

Power
Detectable alternative

Design

Paired or independent?
Paired
Independent

Calculate

Input fields will appear when the Qutput and Design sections
are complete

Graphsz




RS Power and Sample Size Program: Main Window — O x
File Edit Leg Help
Survival t-test | Regression 1 [ Regression 2[ Dichotomous [ Mantel-Haenszel [ Log

Studies that are analyzed by t-tests

Output

What do vou want to know? S ample size ;I

Design

Paired or independent?

Calculate

Graphz




Input variables on the t-test dialog box

o

The Type | error probability for a two sided test. This is the probability that we will
falsely reject the null hypothesis.

n

For independent t-tests n is the number of experimental subjects. For pair test n is
the number of pairs.

power

For independent tests power is probability of correctly rejecting the null hypothesis
of equal population means given n experimental patients, m control patients per
experimental patient, a Type | error probability a and a true difference in
population means of 6. For paired tests it is the probability of correctly rejecting the
null hypothesis of equal population means given n pairs of patients, a Type | error
probability a and a true difference in population means of 6.

o

A difference in population means

o]

For independent tests o is the within group standard deviation. For paired designs it
is the standard deviation of difference in the response of matched pairs.

m

For independent tests m is the ratio of control to experimental patients. m is not
defined for paired studies.



RS Powerand Sample Size Program: Main Window

File Edit Leg Help

Survival t-test | Regression 1 l Regression 2] Dichotomous | Mantel-Haenszel l Lngl

Qutput

What do vou want to know?

Studies that are analyzed by t-tests

Sample zize

=

Des=ign

Paired or independent?

Input

0.05

=

power | 0.8

a 1o

E:

W RF D=

IﬁO)SD

Description

xf B A% & R ER
BOAHODL

PS version 3.1.2

Logging is enabled.

Copyto Log

Exit ‘




HEDELS(SF)

We are planning a study of a continuous response variable
from independent control and experimental subjects with 1
control(s) per experimental subject. In a previous study the
response within each subject group was normally distributed
with standard deviation 9. If the true difference in the
experimental and control meansis 5, we will need to study 52
experimental subjects and 52 control subjects to be able to
reject the null hypothesis that the population means of the
experimental and control groups are equal with probability
(power) 0.8. The Type | error probability associated with this
test of this null hypothesis is 0.05.
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File Edit Log Help

Survival t-test | Regression ‘I] Regression 2] Dichotomous | Mantel-Haenszel l Lng]

Output

What do vou want to know?

Studies that are analyzed by t-tests

Sample zize

-]

Design

Paired or independent?

Paired

Input
| 0.05
power | 0.8

[=3]

A=

HIZDEDSD

Description

PS vergion 3.1.2

Logging is enabled.

Copyto Log

Exit ‘




File Edit Log Help
Suwiual] t—test] Regressinn1] Regression 2 Dichotomous Mantel—Haenszel] Lng]

Studies that are analyzed by chi-sguare or Fisher's exact test

Cutput

What do vou want to know?

| Sample zize j

Caze zample size for uncerrected ]
chi-zguared test

Design
Matched or Independent? | Independent ﬂ

Caze control?

A
|
| —

| Caze-Caontrol

Howe is the alternative hypothesis exprezssed?

|
| ——

| Two proportions

Uncorrected chi-sguare or Fisher's exact test?

| g
 Im—

|L|nu:u:urrecteu:| chi-square test

Input
Calculate
o 0.05 E[] 04
Graphz
pwer |08 P 0.65
power o8 p 085
m
Description

We are planning a study of independent cases and controls with 1 control{s) per case.
Prior data indicate that the probability of exposure among controls is 0.4, If the true
probability of exposure among cases is 0,63, we will need to study 61 case patients and
61 control patients to be able to reject the null hypothesis that the exposure rates for
case and controls are equal with probability (power) 0.8. The Type [ error probability
associated with this test of this null hypothesis is 0.05. We will use an uncorrected
chi-squared statistic to evaluate this null hypothesis.

PS version 3.1.2

Copyto Log Exit ‘
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BE Power and Sample Size Program: Main Window
File Edit Log Help

Survival ] t—test] Regression 1 ] Regression E] Dichotomous | Mantel-Haenszel ] Lngl

Studies that are analyzed by log-rank tests

Cutput
What do vou want to know? |Sample size ﬂ
Sample Size 118

Design
How is the alternative hypothesis expressed? |t'“"'":' survival limes ﬂ

Hazard ratio or relative risk

a

Input

ml: XEBRBHEDERF
HARRI D h R {E

m2:. EER(BRE)BFEDER
HARRI D h R {E

ABEZ)7IL—rT HHAM

F)IIL—RL-EDES
0)120) B Bh 2R RS

CL | A |24 Calculate
ower |08 11 4 |24 F |ED
Graphsz

m, |[3

£

Description

We are planming a study with 1 control per expenmental subject, an accrual interval of
24 time units, and additional follow-up after the accrual interval of 80 time units. Prior

data indicate that the median survival time on the control treatment is 24 time units. If

the true median survival times on the control and experimental treatments are 24 and 36
time units. respectively, we will need to study 118 experimental subjects and 118 control
subjects to be able to reject the null hypothesis that the experimental and control

survival curves are equal with probability (power) 300, The Type I error probability (¥

PS werszion 3.1.2
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English version

http://www.jichi.ac.jp/saitama-sct/SaitamaHP.files/statmed.html

Saitama Medical Center Jichi Medical University

FrwEwE*=* Click here for English version ********

(201256 H11AOX— VT BO 7 H AT ,)

20165E2H3H EZR versioin 1.322Bf
2014511 B ER 227 JLHIFT
20154E4 HEZRZ —a 7L E2 R FI{T

L2359 LN OB ET — 8O Y7 —FK(Table 15 B EIPERT 5 Wisa%E 1286 |

ENEIEERIB 0S8 Windows XP~ 10, Mac OS X Snow Leopard~ El Captain, Ubuntu 11.10~15.10

EZREERALL- PRI ERINLBE1E
Bone Marrow Transplantation 2013: 48 452458
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