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Allocation Ratio (nt/nc)

Input Method

Individual Means

Individual Means

Output Summary 5
Des1 Des2 Des3
Mnemoni MN-25-DI MN-25-DI MN-25-DI
Test
Design Type Ssuperiority. Superi
No. of Looks 1 3 3
Test Type 1-Sided 1-Sided 1-Sided
Specified o 0.025 0.025 0.025
Power 0.9 0.9 0.9

Individual Means
Diff. in Means (5 = ut - c) 0.3 03 0.3
Mean Control (ic) 0 0 )
Mean Treatment (ut1) 0.3 0.3 0.3
Std. Deviation (@) 1 1 1
Test Statistic z 3 z
i
Spacing of Looks Equal Equal
Efficacy Boundary LD (OF) LD (OF)
Accrual & Dropout
Acerual Rate B
Response Lag 2
Probability of Dropout 0.1
Sample Size
Maximum 467 473 526
Expected Under HO 472.032 525.024
Expected Under H1 379185 431.008
M XA =S Output Preview Profile
o Design  No.of Test Specified .~ Sample Prop. 50 Variance Input Mean Test  Spacingof  Efficacy
Type  Looks Type o ize Treatment (Alt) Method Treatment (Alt) © Statistic  Looks  Boundary
i Des1| Superiority 1| 1-sided|  0.025| 0.9 1 467 03 individual Means| 0| 0.3 z
M Des2| Superiority 3[1-Sided| 0.025] 0.9 1 473 0.3 Individual Means| 0 0.3 z Equal| LD (OF)
& Des3| Superiority 3[1-Sided|  0.025] 0.9 1 526 0.3 Individual Means| 0 0.3 z Equal| LD (OF)
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333 ®E

¥ Home (ETR) A e BRI East 6 o HIBR A

@

Global Options

Global Settings
Design Defaults
Simulation Defaults
Chart Settings

~"  Display Precision | General | Warning Messages

Select Category

Critical Points

Effect Size
Probabilities: Error Rate
Expected Sample Size
Hazard Rates
Information

Others

Probabilities: Power
Probabilities: Others
Ratios

W

Decimal Places:

Preview:

0.123

Accrual Rate.

Reset All

FI LA H] Display Precision CRIRNAEEE) LI KB I0 v B HUE 1/ H . AL BoR i i B

East 6 H' Design (#tit) A1 Analysis (Z47) S9N KA R L

PR I SR AR &2 AT 17028 Biltn, FERI Bt Bir Bott S i B A P A U A A B R AN
Expected Sample Size (FUIFEAER) . LA KL oS BERUIR ISR, BB S50 I FK
NEAT B O 0 2 9 Z A HEAT (R

General CHERD WLIR RV RBAEME LA, SCOEMIRIN SCAFRBRAR. BIFESRH] T East, IXUERRfR

SAEHRTAAR T T LAIRE .

i LU E R AR 23 F o, DMEAEA] East 6 HH A R 2 iThfe.
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Warning Messages (E&7HE) IR R VFES Fh e b e B 5V B ik il. AP w] DU ik /8L
THIE RN IREST /R E S H S . BAT, AR AERE (B, W OPW A BHIERAT BOM 2 bl B
M WE TERHE, FNENSMERRE TSR R .

Design Default (BcitBRAMED i FH - 58 B0RSe ot & -

f Global Options M1

Common Group Sequential

Global Settings Design Type Compute Other
Design Defaults

Simulation Defaults & Superiority %) sample Size Time Limit for min.
Chart Settings 3 Non-inferiority O Power Exact Comp.
) Equivalence Test Type

O Confidence Interval

2 1-Sided
O 2-Sided
Type | Error (o)
Power (1-B):
Sample Size (n):

Allocation Ratio (n, /n_):

Sample Size Rounding
® Round up total sample size/events 2 Do not round sample size/events

Look by look sample sizes will be rounded off

[ Reset All H oK H Cancel

f£ Common GEAD ETRT, FOVMABRFSHIEIME.

TR RA L TSRS R R I BB FE IRy | SRR . DhRk. AR R AT L B B
BOME. WA, RGO B R X e BRI

W ORI ) BR A

VRIS T PR A O - FE B B AN B 3R o RS I/ KRS, WERAEA AR, tHE R T RE =
KIE VAN o FT LA ELAT DRSS 36 BT 75 (0 BRI 18] CRAR BN B o B R Sk fa] R, 0
22 bAR S ARG A R . e/ NBRMEDN 5 20l
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B 24T MCP B R RIBRIA | 2R45R

IR EAEHLE Lol Test Type CREIGRAL) BLEAXGLRLE LME BN E, WHEZITER MCP
KRIGIT, East K&l AR IZE DPHE ) | RN RIEEENEOME . XN MCP IR 2 AL ] &
ARG . B, IR B E XA I IR | REHRIE Y 005, IXFE, HHAMERT MCP kg
B, 1 RE BN RN 0,025, 244K, AT LU HEAT g .

B FANEHEANEHEREAR

R, BRUEN T, East 2% HBETHE B L brgerdb T & N, NI SR BHE AR (3
) o FERXRMIEIL T, PRSI E AN REE R . W7 Llik#E “Do not round sample
size/events (AXFREAR/FHBHTIUSE TN 7 I EF I, FRERGF SBEA R,

f£ Group Sequential (ERAFFH) EWIRT, WLUNLSE BRERIME. B, Botr
AT B OIS EME. HAh, IR DL BRI DG (5 B P e BRI
AT IR EERER T, mAT R ¢ RBUBEER T

Global Options

Common Group Sequential

Global Settings

Design Defaults
Simulation Defaults
Chart Settings

Number of Looks: |1 ~

Spacing of Looks
® Equal
O Unequal

Type of Boundary
® Efficacy Only

O Efficacy & Futility
O Futility Only

Display Boundary Crossing Probability

® Incremental O Cumulative

These settings applies to both Analytical Designs and Simulations

Reset All

Cancel

x|
|
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Simulation Default GEI#IERINME) I F SUERLE & -
( Glabal Options =)

Simulation

GID‘?HI sectings Number of Simulations: 10000
Desli n Defaults
Simulation Defaults Refresh Frequency: 1000

Chart Settings

Random Number Seed
& Clock
& Fixed 100

Output Options

[ save summary statistics for every simulation run

O Suppress All Intermediate Qutput

I Reset all H OK ” Cancel I

R F Save summary statistics for every simulation (FRFERFRBLLNC SIS ) EikME, NIk
BRIUIEBL T, East PRI D) RERE 23 LA SR 1504 T 2CORAF BRI 00V 258

ik Suppress All Intermediate Output (ZEIEFTA HR (A1 HD SIERHE, TUAEHL A [a) 4 H o B aR 2%
Witk , FK%£E] Output Preview (HHTN) X,
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Chart Setting (EIR%E) RVF N East 6 EIR A1 LU N E B B B EAE:

-
Global Options

-

Global Settings
Design Defaults
Simulation Defaults

Chart Settings

Expected Sample Size

Conditional Power
Power vs. Sample Size

Axis | Series | Labels

Confidence Intervals . " " Scale
. X Axis: First Y-Axis
Stopping Boundaries W Show Scale
Power vs. Treatment Effe| Line -
Sample Size [ Events vs. T| O Automatic Scaling
IM Error Spending Weight:
IM Stopping Boundaries Minimum: 360
Sample Size / Completers _ = )
Error Spending — Maximum- 480
Study Duration vs. ACCrug
Post-Hoc Power Grid Line Decimal Places: 4=
=
YR iaion hd Divisions
Visible: Il Major: 24
] 1 r = |
Reset All ] [ oK ] [ Cancel ]

FHUE AR E HRAZ IR T 2 B A R
3.34 HE

View (FLE) T3 B0 5380 i b sl B vH 348 PR B2 ) B2 3 HE SR 3 F B2 I 1) Help (36Bh) Al Library
(FE) .

335 &HO

Window (FH H) T3X# @4 Arrange (HiFI) F1 Switch (#) &,
(Design Input Output [Bit4iA/Hith]. Log [H&]. Details [FEAHN(E ]

RIS [FI ARV HE S AT AE BRI R

| Help Pane
W Library

Wiew

XA LA E A E O
Chart [&1%] #1 Plot [£ ]
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Arrange  Switch
Window
3.3.6 #4
Help (F5Bh) 2H3Hpdid DL 777 1] East 6 SCkY:
e & J 9
User Tutonial About Update
Manual East6 License
Help

B PN R EATERARR East 6 F T

B HFE: WAFH East 6 #iE.

B XT East 6: SR OIS TR RIPFATE RS 2.

B EFTVFRENE: ATV SRR R Cytel S AL AV RTUE S

HAFS A BIEES, MESE A Data Editor (BIESHIEER) FHFHTE FE8, LIS
Home (FETH) - New (H&) - Case Data (RHEHE) , CIEHEIEE. Home (ETH) FHETH
Open (FTFF) 4 SR AT LT T35 H 412 -

26 3.4 HIEpEEFEE



<<< H# * ZFF[>>>

East® 6.5

© Cytel Inc. Copyright 2018
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| Home | Data Edit

] | |
M Open
Ew - Export

Workbock
Datz

.IJbrary'

[

Log

1% East 6 Z2E7ETHHAL L[] C:/Program Files (x86)/Cytel/Cytel Architect/East 6.5 H3% . 7]
DAFESE H % T 1) Samples GRB) T &R E L

@uv| | « Program Files (x86) » Cytel » Cytel Architect » East64.1 » Samples

% TE Samples GRBI) X H 4TI L/ Toxic.
AREE, BARIR BR:

5/23/201610:52 PM

CYDX File

- | 3 | | Search Samples P ‘
Organize » MNew folder = - O ®
& Downloads  *  Name Date modified Type Size -
B Deskt
o De; :p @ Act.oyd 5/23/2016 10:52PM  Cytel Studio Docu... 1KB L
ropbox r
; i @ Aztl.cyd 5/23/20016 10:52 PM  Cytel Studio Docu... 2KB
=1 Recent Places X
X || BD.cydx 5/23/201610:52 PM CYDX File 3KB
. hrishikesh
@ BleodparElements.cyd 5/23/201610:52 PM  Cytel Studio Docu... 2KB
& OneDrive X
|| Bedy_weight.cydx TKE

Data Editor (F#EHER) XA THEEFOFEE
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= Home | Dats Editor | Design  Analysis

B ) % e il W8 S [ g 05 Go) &) 00>

Select Insert Delete Goto

Variable Data Edit

|Library 7|

U W o & K DRUG DAYS var

1 1 0

2 1 1

=/ Roat 3 ! 8

- g Wbl 4 1 10

----- B Toxic.od 5 2 0

] 2 n

FEAERAWF N Home (ETD KB P Data Editor (RGBSR K, J HITHEIESES, i
A IR LRI S o« IEAR BRI R AR R, ATROR A RIS Rt e S & Ba i ook k= R M
Data Editor (BUiEZER) KB THFTA THE. THRESA=AHS, B Variable (&) . Data
(HdE) M Edit (4D . AT UAESLAL B ORI A & . o SR B0 HEAT A T DA L% 2 8 030 o 1) S 451 B

A hk.

Variable (Z#) 44 & bR A LR B

OO ATE 24 51 L A R

O T i 44 A R

00 AT RN Al i 2 A

6O T4 4 BT R A R

B ZAMRMGE s, TR B R, BhAbh, BT DUE RIS M IERS . 3950, 7S 504 L
e R

Data (HGE) LA LI T Ihkk:

bR S A K AT T SR B

AT R s A A e R

So¢ s 2 PR R O SR
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DR SR O R IR

EHﬂEE%ﬁD*E%%MﬁﬁWﬁo
7E Edit (%) Zidy, wLUE DR
o)

s YR A

) ‘

N

&
oo JIHI B A5 AR B

(b2
S AEE R

W 3.5.1 EALE 352 X XELH
Analysis (ZrH7) B RVFS A AT{E East 6 HHAT 0T i 46 o

[ S | e [

3 n m, T m r=

X ¥ A M m & I m v K Moo 8 R MI MG W
Descriptive Analytics ~ One  Two  Many Regression  One  Two  Many Regression Agreement — Two  Many Explore oo
Statistics Sample Samples Samples Sample Samples Samples Samples Samples redl

Categorical Continuous Frequency  Subject Summary Diagnestic
Distrib Plots  Plots Plot
Basic Statistics Continuous Discrete Events Predict Basic Plots Crossover Plots

Analysis (Z347) 325 rb AT F RO 96 AR08 S N2 AR Bl AT 70 Al IES B 90 &, VEAN TR AT

8

B Basic Statistics (EAGTH) - %M & RIS BRI HEA G HENIIR A IR -
B Continuous GEZE) - iZ/M 410 ESE SN 7 BTk et AT 1704
B Discrete (BIH0 - %7 41X B RS RO 4 ks danidk 4T 1 404
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B Event () - Z4 6 5T HL3 4 Kk A i 1A] 45 SR A6 56
B Predict (FAllD) - ZABEANFDIE, nJHRE L H 2 A3E 2 12 5002 23 AR kA5 2 .
HIHIE SR 88 =,

3.5.1 EALH

B 5 bl — s P 45 T P

Y e ot P B A P T I, A LR IE A 53 1

M sise sy tise PSRRI I, 260, A 2RI,

352 XXZLH

S THRAEE T 2x2 48 X

M i

B .

® o,

Analysis (A7) 38T (T RIRIIEAT I 9 AT T VAT .

m3.6.1 WitMA/MHE D u 3.6.2 AL/ W 3.6.3 ik R¥it
m3.64 42 T/E#E? | 3.6.5 CAPTURE iR ¥ 4 5 3 i 3t

W 3.6.6 A INTERGA A W 3.6.7 NAHMBESE W 3.6.8 Iy #4ER

AiEE CAPTURE W50/ 414 % H ATHAR & Fh East DhRE. X FEMEVG P HAE 2 AL O LU B ke
AT B — TR T2 FE 70 S5 B o BT ) BE LI PR e o 1200 45 RAE e R 3 5 I 2% 3 2 1 ST 0 e

A H AN 8 2L U R AT SRR BB N IR T 2 R ST 1] £ ] BT T R T ATL 2 7 xR K

(CAPTURE 9%, (HIH-JIY «© 55349 % - 1997 4E 5 H 17 H) 7 Wiit4s kT 7 A .

FAE East 6 XF CAPTURE B8 HEAT it BAUANMEI . AHE FEH0 B A9 A 50 IR AR B o (B8 L4t
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AN AR FAE R A RN 15%) DA & FE B B (B & TRl R AR AR 5%, A 15%
FER] 10%) o X EBAT OO, BAER KR A — R & oA, | REFiR o v 0.05, ZhRk
(1- £) 08,

AV R EREAR T, ARG PR T BB BN IR, FRATKE — 7R Architect 5K
Tk

B4, Hidi Design (¥if) 3£, 4R/ Hiid7 Discrete (BIH) 41~ Two Samples (BWifpHEA) ,
#.1f Difference of Proportion (ELAIZ) .

Design | Analysis

mn 0N
Yy M Y K &£ S G Mo @
It O T T M Othe
egression Sample samp|eg S;dr:;,res Regression Agreement Esc?:lsazm SaTn;e Sar;:ljes Sarr\;;es Sar:;lyes r

| Parallel Design

n h : Difference of Prupnrhuns [PN-25-DI]
Design I ‘Compute sample size or power for a test for the difference of binomial proportions from two independent populations

FETRHEEX T, BaRA=A%E0, 452 Input/Output CIA/#iH) | Library (FE) Fl Help
(FEBh) o i IR s DITESE 3.1 % “East TAEMAR” |iltfT T UiBH. Library (FE) il Help (ﬁ%
Bh) et e, AT LAE S AIRE . Difference of Proportions (ELBIZE) Kt s N\ & I
SR
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%

Design: Discrete Endpoint: Two-Sample Test - Parallel Design - Difference of Proporti (2 B ]

Design Type: Number of Looks:

Test Parameters

Test Type

Type | Error (o)
Power.

Sample Size (n):

Allocation Ratio

[1 Assurance (Probability of Success):

I

i

Specify Proportion Response

Prop. under Control (1 _):
Specify Alternative Hypothesis

Prop. under Treatment (W‘}.
Diff. in Prop. (SI =T -TLY

Include Options

O Perform Exact Computations
Specify Variance

) Pooled Estimate
2 Unpooled Estimate
Use Casagrande-Pike-Smith

O Correction (Ignored if alloc.
ratio is not 1)

AR et O EARAT U R . MFEBNE AT East 6 thIFTA Bt

3.6.1 it A/ HED

FEMLE I ep, AT RATE AT A N 7 BOA R RO b NS BT HRE R NS 8. A5 X CAPTURE i
AN UL RS B e FE AR . BB NG 5, | iR 0.05, ik 0.8,
0.15, 7 %4 0.1. ¥ Compute (G5 %45, 7E Output Preview G & & htbikit

INIEAT iﬂ%ﬁtﬁ%ﬁﬁ Klbr. Ktbiit w4y CAPT-FSD, LAERHAHZ CAPTURE i 1[#

SEFEAS BT
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1 Design Input

LY Design: Discrete Endpoint: Two-Sample Test - Parallel Design - Difference of F

Design Type: Number of Looks:

Test Parameters

Test Type: 2 Sided | Specify Proportion Response o O Perform Exact Computations

Prop. under Control (T ) Specify Variance
Type | Error ():

°
Specify Alternative Hypothesis
o8 o
©

O Pooled Estimate
Prop. under Treatment (1 ) @ Unpooled Estimate
sample Sige (n): 136

Diff. in Prop. (&, =, -1 ) -0.05

Al ion Ratio: Use Casagrande-Pike-Smith
ocation Ratio: [ 1] O Correction (Ignored if alloc.
(n./n) ratio is not 1)
O Assurance (Probability of Success):
¥ Output Preview
2 K Ao Output Preview
Design  No.of Test  Specified sample Prop. i
. D Power nt/nc e 81 Variance
Type Looks  Type o Size Treatment (Alt.)
i _capT—Fsp! Superiurily| 1‘ zsmm‘ u.us| U.B| || 1355| U.IS‘ 0.1 | 70.05‘ Unpooled Estimate

3.6.2 gIEZ it

FE A AT TR WIS BETE 2 AT, Zevh NS T BE G ZEPPA AN R 26 P DAL — RIS EUE T 1S Ay
ke Blan, BATHEAT HEAF R AN ERIR T, AR EL A A R RS bR X 1036 5 A T ORI 2 I ] (1 520

East AJ DAPUHAE ORI PP G 2 M ETH . $AT BUSIE M DL B AR TR AT BN — A sl Z M 2
BN Z/ME, East ZMRAEHTA ATRERIAL S BIE WTH. BJE, AT LB RS AN T LU BOX it

AT LAIE R DL =A005 WA 2 AMA

B lES57rkEME: (08,09, 0.95)

B JHESoMREER: (08 %09, FTLL0.05 M KK Ay 0.8:0.9:0.05)
m ZHA1fH: (0.7,0.8 0.85:0.95:0.01)

HEEEH Sk & e h A 2 AME.
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BUE, RBCERIEPIAN | RETRE. =NTIREMIA 7 {F 0.1, 0.2:0.3:0.05) QI EAEK
HARZHEL T, NX=ASHEAEE, BT Fos:

Design Type: Mumber of Looks:

Test Parameters

Test Type: 2_Sided = Specify Proportion Respanse O Perform Exact Computations
Prop. under Control (1 _): 0.15 Spedify Variance

Type | Error (o): 0.025, 0.05 ] o ed £st
Specify Alternative Hypothesis Pooled Estimate

Foer peososs
Prop. under Treatment (T, ): B (2} Unpooled Estimate

Sample Size (n): Computed o} £ 5

Allocation Ratio- Diff. in Prop. 8, =~ .} Use Casagrande-Pike-Smith

ocation Ratio- |:| [ Correction (Ignored if alloc.
(n,/n_} ratio is not 1}

¥l Compute () 445, East 2> A CAPTURE G A1 2 x 3 x 4 = 24 M it. A Output
Preview CRIHITY) & R EF A &, Hadids BA KRR & 1 K.

- Design No. of | Test | Specified Power | nt/nc Sar_nple e Prop. - e ——
Type Looks | Type o Size Treatment (Alt.)
rl||‘ Des1| Superiority 1| 2-Sided 0.025 0.8 1 1654|0.15 0.1|-0.05| Unpooled Estimate
l"||‘ Des2| Superiority 1| 2-Sided 0.025 0.8 1 2187|0.15 0.2| 0.05| Unpooled Estimate
l"||‘ Des3| Superiority 1| 2-Sided 0.025 0.8 1 599(0.15 0.25 0.1| Unpooled Estimate
"‘||‘ Des4| Superiority 1| 2-Sided 0.025| 0.801 1 286(0.15 0.3| 0.15| Unpooled Estimate
rl||‘ Des5| Superiority 1| 2-Sided 0.05 0.8 1 1366|0.15 0.1|-0.05| Unpooled Estimate
I"||‘ Des6| Superiority 1| 2-Sided 0.05 0.8 1 1806|0.15 0.2| 0.05| Unpooled Estimate
l"||‘ Des7| Superiority 1| 2-Sided 0.05 0.8 1 495|0.15 0.25 0.1| Unpooled Estimate
"‘||‘ Des8| Superiority 1| 2-Sided 0.05| 0.801 1 236|0.15 0.3| 0.15| Unpooled Estimate
"‘||‘ Des9| Superiority 1| 2-Sided 0.025| 0.85 1 1870|0.15 0.1|-0.05| Unpooled Estimate
rl||‘ Des10| Superiority 1| 2-Sided 0.025| 0.85 1 2472|0.15 0.2| 0.05| Unpooled Estimate
l"||‘ Des11| Superiority 1| 2-Sided 0.025| 0.85 1 677|0.15 0.25 0.1| Unpooled Estimate
l"||‘ Des12 | Superiority 1| 2-Sided 0.025| 0.851 1 323|0.15 0.3| 0.15| Unpooled Estimate
"‘||‘ Des13| Superiority 1| 2-Sided 0.05| 0.85 1 1563|0.15 0.1|-0.05| Unpooled Estimate
rl||‘ Des14 | Superiority 1| 2-Sided 0.05| 0.85 1 2066|0.15 0.2| 0.05| Unpooled Estimate
I"||‘ Des15 | Superiority 1| 2-Sided 0.05| 0.85 1 566 0.15 0.25 0.1| Unpooled Estimate
l"||‘ Des16 | Superiority 1| 2-Sided 0.05| 0.851 1 270|0.15 0.3| 0.15| Unpooled Estimate
"‘||‘ Des17| Superiority 1| 2-Sided 0.025 0.9 1 2160| 0.15 0.1|-0.05| Unpooled Estimate
"‘||‘ Des18| Superiority 1| 2-Sided 0.025 0.9 1 2855|0.15 0.2| 0.05| Unpooled Estimate
I"||‘ Des19| Superiority 1| 2-Sided 0.025 0.9 1 782(0.15 0.25 0.1| Unpooled Estimate
l"||‘ Des20 | Superiority 1| 2-Sided 0.025| 0.901 1 373|0.15 0.3| 0.15| Unpooled Estimate
l"||‘ Des21 | Superiority 1| 2-Sided 0.05 0.9 1 1829|0.15 0.1|-0.05| Unpooled Estimate
"‘||‘ Des22 | Superiority 1| 2-Sided 0.05 0.9 1 2417|0.15 0.2| 0.05| Unpooled Estimate
rl||‘ Des23 | Superiority 1| 2-Sided 0.05 0.9 1 662 0.15 0.25 0.1| Unpooled Estimate
I"||‘ Des24 | Superiority 1| 2-Sided 0.05| 0.901 1 316 0.15 0.2| 0.15| Unpooled Estimate
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3.6.3 Jrg#Ht

ekt ELA SR\ L VB O4, LU Output Preview CMIHITIND) B1145 Lfid
Vg, (ERSR R TE A

Biln, AR AEAANT 1000 H | JHAT 0,05 1t

-~

Filter Critericn x
Criteria Operator Walue Condition J*

Sample Size < 1000 And

Specified o = 0.05%

m

MEEEE]

FlEE]E]E]

MEEEE]

[ oK ] [ Clear l l Cancel l

Output Preview CRjHiTRY) & ok HBLAT & 26 AF T, BRI TR R .

B Design MNo.of  Test  Specified — — Sar.nple e Prop. - ——
Type Looks  Type o Size Treatment (Alt.)
"||| Des? | Superiority 1| 2-sided 0.05 0.8 1 495|0.15 0.25 0.1 | Unpooled Estimate
i‘||| Desd| Superiority 1| 2-Sided 0.05 | 0.801 1 236|015 0.3| 0.15| Unpooled Estirmate
ll||| Des15 | Superiority 1| 2-sided 0.05| 0.85 1 566|0.15 0.25 0.1| Unpooled Estimate
i‘||| Des1 6| Superiority 1| 2-Sided 0.05 | 0.851 1 270|005 0.3 ©.15| Unpooled Estirmate
lt||| Des23 | Superiority 1| 2-Sided 0.05 0.9 1 662|0.15 0.25 0.1| Unpooled Estimate
i‘||| Des24 | Superiority 1| 2-Sided 0.05 | 0.%01 1 316|015 0.3 ©.15| Unpooled Estimate

R ok EAS T BUE BRI IR S E . TERR BR RS, K EIRERITE 24 MNE. fE4kER
BAEZ R, SeMBRaa )@ mix 24 M&it, ¥ T CAPT-FSD, #R/J5 ¥ Output Preview CHiHi#i¥)
WA B R ML, R MEE .

TSR 1T BB AT, R FMINIO(TIE, il K EIRR. 5 Cerl R RINT s MR/ AT 4%
FFEAT -
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AT Shift H )[R 8oy bR Ac B ATk 6 A B AT
i Crl + A HEBEATERBETA T
A A B IR RIS A0S PR -

Design No.of  Test  Specified Sample Prop.
[»] - 9 P! Power nt/nc ,p P

T 51 Variance
Type Looks  Type o Size Treatment (Alt.)

"yif CAPT-FSD] Superiority| 1| Z—Sided‘ u.ns‘ n.s| 1| |355| D.IS‘ n.||-u.05| Unpooled Estimate‘

W AARAF LT BORRAEAE East TAREH 225 R TAENE . T/ NERZEUH 7 TAEERIEH T
o

3.6.4 [fALRTIEE?

LAEAER Bast HPI—AMERESSH, BTG ARRZROR SR . B DR RIS AT
e PRIV IR EEE S AT I BT SEE AT . BRI Ry e 1 B T (R AEAE— AN T A
iR, SRJERAF AN, IR B AT L e, R, AN RS L e
K E S HZ B, 7E Output Preview (BTN % (&% CAPT-FSD, &J5sid ¥
bR . VO R RAE R RS, East £ EIE0IEE — N4 9 Wbk (9 TAHEEE, 2 T LA A g sl 45 vt
HHTEMS .

QR M XD AR

=2 Root
= : VIBkT Mote
- Tg) CAPT-FSD
}( Delete
| A Rename
ﬂ Sawe
Sawe B3,

A HAr 49 CAPTURE. BU{E, XD IMN A7k, Bateil, WIRIANTRE East 1 AKATRAF1%
TAREE, ARARKGTCIEAEH -
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R, If?f%@%ﬁﬁﬁ#ﬂﬁﬁﬂ*: BERAF LS, REABETETHTR, REHEF Save
(BRFF) Bifedr — EIfF.

EAh, K East 6 I, RGEEIRRH RIFEE I N 4

TRZ I, BATVAEFE BT BT T i 2 1 R in— SeRp e VR . IXEERET R RS HE L. HIR
AR, LR ROF RS B, RERZEEINEIT . ZJE,. R —ANhE R, FT
M ORATIERE -

RAFIE, Wk R B M AR, XFRORAAEERE . WURE AR UM ERERE, A ity
R, 1&#% Note (BB , RETHERAA

AU B 2 T RS A LT FI LR AE East FRWES) & 1 2 18] S
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ﬂ' Log tInput M Output Preview

flan, FHESREIBOHMAG I, B Input G #54l, KERIEEM KB MG 1. 155
frgfErh, R BLUE 2 SRR, IR TR, FTLAAE East B 18] .

3.6.5 CAPTURE B /7 57 ik it

WP CAPT-FSD, ARG EEETH > BbRME S, BdtEiiE, Bl THEE. Bl
Yes (J&) #k&ffE.

@ This action will update the input dialog box. You will lose the data in

WY the dialog box. De you want te continue?

A1 Number of Looks (HEEL#) M 1 HECH 3, B EREAR G BRI A 7 5k, X
&, FATFRIFENE ARG, X B AT P Oh S 22— IR iR A M52

Number of Looks:

WAHMIEITR Boundary GASFY) 2 BEBNRM, FERXRNELR b R VFRA 514 5 0] WL AR A
=S PSR G PN I EERS

38
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Efficacy Futility
Boundary Family: [Spending Functions v] Boundary Family: None ']
Spending Function:
Parameter: OF -
Type | Error (o) 0.05

Spacing of Looks

(*3 Equal 3 Unequal Efficacy Boundary:

Info. Cum. o Efficacy Boundary
Look # .
Fraction Spent Upper Lower
1 0.333 0.000 3.710 -3.710
2 0.667 0.012 2.511 -2.511
3 1.000 0.050 1.993 1855

Wil RPN NIRFERE L N5 E S5 OF i) Lan-DeMets#ifEEi%. #.if Compute () gl &=
JONEL BT I He H v 44 0y CAPT-GSD.

WNRARSAE East PRI AL, W BUATCI T AL 200 TS T E . [, T LA i
B, HURIERI LA, AARAGE FE S B4, I, Output Preview CRIBTUN) & 1%
nF

Design Mo. of Test  Specified Sample Prop. Spacing of  Efficacy Expected Expected
[l s Power ntfnc nc o1 Wariance
Type Looks Type © Size Treatment (Alt.) Looks Boundary S5 (HO) S5 (H1)
"||‘ CAPTJSD‘ supermmty| 1 ‘ zfsuded| 0.05‘ o.s| 1 ‘ 1356|o.15| 01 | -0.05 ‘ Unpooled Est\male‘ |
il CAPT-GSD| Superiarity| 3] 2-Sicled| 005 0.8 1] 1384|005 | 0.1]-0.05 | "Unpooled Estimate| Equal| LD (OF)| 1378.32] 1182.678

HIEE, 5 CAPT-FSD #ilt, CAPT-GSD 5 ZHIEIN 18 £ 2ik#, IhaA GEiAE] 80%. %AW &M Fh
VTR A Eh . KTt CAPT-GSD {3723 TAEfE .

] DA S AT AN A EL i . BN, iR e s — AN, SRS AT Ctrl B, AR
B—A. Rk, ad U E.
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CAPT-FSD CAPT-G5D
Mnemonic PN-25-DI PMN-25-DI
Test Parameters
Design Type Superiority Superiority
Mo. of Looks 1 3
Test Type 2-Sided 2-5Sided
Specified o 0.05 0.05
Power 0.8 0.8
Model Parameters
Allocation Ratio (nt/nc) 1 1
Proportion under Control (Trc) 0.15 0.15
Proportion under Treatment (Trt) 0.1 0.1
Diff. in Prop. (1t - 11C) -0.05 -0.05

Variance

Unpooled Estimate

Unpooled Estimate

Boundary Parameters

Spacing of Looks Equal
Efficacy Boundary LD (OF)
Sample Size
Maximum 1366 1384
Expected Under HO 1378.32
Expected Under H1 1182.678

1Xs& East [) Output Summary CEIHERAE) & o, HA EREEWANRT A thEL . 7T LU A K
HEIRN M East Eiil 2] MS Excel, FEXTHBTIE S/ DME R AR 3T O/ A7 . ik, fdsd

Output Summary CGiitEHE) WO EME, % Copy All (&TFEH]) LI,

N E) Excel TARGE . ARG ALy Mg AL 51

iz A CAPT-GSD MG M GEFEBHIFHdr ~ BAR) , #iF Boundary GAFR) T, BUAE I
N, METREE R L FHE LRAE Z Scale (Z #&D) . WA DIEHARER (Fla, FoEE 6
HALN p [HRR) TEEXELT.

Spacing of Looks

e B ] O R

% Egual O Unequal Efficacy Boundary:
Infa. Curm. o Efficacy Boundany
Look # ]
Fraction Spent Upper Lower
1 0.333 0,000 3710 -3.710
2 0.667 0012 2.511 -2.511
3 1.000 0,050 1.993 =-1.993

Z Scale

d (7] (3

Score Scale
d Scale
p-value Scale
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FAE p-value scale (p fHER) HEH CAPT-GSD IR .

Spacing of Looks

® Egqual & Unequal Efficacy Boundary:  |p-value Scale
Infa. Curn. o Efficacy Boundary
Look # ]
Fraction Spent Upper Lowwer
1 0.333 QL0000 0.000 0.000
2 0.6E7 0071 2 0006 0006
3 1.000 Q050 0.023 0.023

FAE 0.05 ARSI R R p (HFZIER] 0.0463. XA WA A2 X St #hAT Py b I
FAAERIAR]E R

34k, M Output Summary Chrthifi25) RS, BRI ECFEA Ry 1384, (HEFRK (6
= -0.05) MPIFEAREZNMEZ, 08 1183, EAERER (6 = 0) T, JLPASHIWRMZESR. £
UETEOLT, FEASEY 1378,

DRI 5 25 18R — M RO F G O ERAL F o BEhh, AR R B AT ke, RO AE R I A i
MEE RN AR, Tk RS T . Dk, ATLMER] A 1k s BT et i Be S| A BRI 7t

3.6.6 FBITEHILR

BT CAPT-GSD, SRJmil ™ EIbRt it ToM. ¥ Test Type (#482570) NWIHALE 5 H
BIRS, ¥ “1 2864427 I 005 XN 0025, # %] Boundary GAFY) ETUR, A 7 (-2)
FERRER I C A 5
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Test Parameters Boundary

Efficacy Futility

Boundary Family: |5pendmg Functions v] Boundary Family: [Spendmg Functions -]

Spending Function:  |Lan-DeMets - Spending Function:

{2 Non-Binding
Parameter: OF - Parameter (y): O Binding
Type | Error (o): 0.025 Type Il Error (B): 0.2
Spacing of Looks 3
® Equal ) Unequal Boundary Scale:
lleca Info. Stop for | Stop for Cum. ot Efficacy Cum. p Futility
ool
Fraction | Efficacy | Futility Spent Boundary Spent Boundary
1 0.333 [+ [+] 0.000 -3.710 0.030 0.216
2 0.667 [¥] =] 0.006 -2.511 0.087 -0.923
= 1.000 ] ] 0.025 -1.993 0.200 -1.993

FEQVEIZ BT AT, ATEAES] CAPTURE RIS I EHRIFE BRI AL, LARA RO ST R0 5
IXFERT UL T RAS [ 2R A R SRR R O QI Bt 2 AT g Fril 4l . Bl LWL Bl B “ 4
RIAFEER .
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=

-
Error Spending Chart
Settings... | Print... | Copy | Zoom | Save As...
Error Spending Function
0.025 — —0.2
0.02
—0.15
— —i
= o015 =
g z
i 01 m
w o
= i =
= 0.01 &
-0.05
0.005 —
0 -0
T T T T T
] 02 0.4 0.6 08
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0.667
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W, RHORAF R AR

Design | No.of| Test | Specified Sample Prop. Spacing of | Efficacy | Futility | Expected | Expected | Attained
- D Power nt/nc| e 81 Variance

Type | Looks| Type o size Treatment (Alt.) Looks | Boundary| Boundary | S5(HO) | SS(H1) o
"l CAPT-FSD| Superiority 1| 2-Sided 0.05| 0.8 1| 1366[0.15 0.1/ -0.05| Unpooled Estimate
"l CAPT-GSD| Superiority 3| 2-Sided 0.05| 0.8 1) 1384[ 015 0.1 -0.05| Unpooled Estimate Equal| LD (OF) 1378.32| 1182.678
Mi|  CAPT-GSD-Efffut| Superiority 3[ 1-Sided| 0.025| 0.8 1] 1455[0.15 0.1|-0.05| Unpooled Estimate Equal| LD (OF)| Gm (-2) (NB), 848| 1174.624| 0.023

QM N-TO-N S m Mg
HXD 4B

- Tl CAPT-GSD-EffFut
i EpnR, gy W E R AT AN

Rt Les sk, it fe DU J7 sLL B AN 2By BTt h . #%4F Ctrl 58, Hiidi CAPT-FSD. WA, HAR
PN BRI R, X RR DX PN Bit, (ER%EF CAPT-FSD. BUfE, i ™ - Ekrifikdt
Stopping Boundary ({F1E15) , &EH SR ILAEIE L.

Na-G-y=&

OQutput Summary: CAPTURE

Stopping Boundary : Z Scale
I

Variance Unpooled Estimate Unpooled Estimate Unpooled Estimate
y
spacing of Looks Equal Equal
Efficacy Boundary LD (OF) LD (OF)
Futility Boundary Gm (-2) (NB)
Sample Size
Maximum 1366 1384 1455
Expected Under HO 1378.32 848
Expected Under H1 1182.678 1174.624

I
/

pa=

T T
500 1,000
Sample Size

T
1,500

—8— CAPTURE:CAPT-GSD

[v] o CAPTURE:CAPT-q

CAPTURE:CAPT-FSD CAPTURE:CAPT-GSD | CAPTURE:CAPT. Eff. | - N
Mnemonic PN-25-DI PN-25-DI PN-25-DI Stopping Boundaries (= [ B ]
Test
Design Type 5 Settings... | Prnt... | Copy | Zoom | Save As e "
No. of Looks 1 B H . .
Test Type 2-Sided 2-Sided 1-Sided Stopping Boundaries sample Size
Specified o 0.05 0.05 0.025 4
Autained o 0.023
Power 0.8 0.5 0.8 2 \ Stopping Boundary : Z Scale
Allr).::::rll Ratio (nt/nc) 1 1 1 2 \\\ e -
Praportion under Control (1rc) 0.15 0.5 0.5 wz:i%ﬁ:&wm
Proportion under Treatment (irt) 0.1 0.1 0.1 14 =
Diff. in Prop. (it - mrc) -0.05 -0.05 -0.05

Ry | ,
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EWHATE RN, &1l CAPT-GSD £ T A XUA A LR, M CAPT-GSD-EffFut M{# A 7oLt -
PR .o AT LA i% o B mT B AE, T RS Al A

FEQREERAR AT, BAVEE =D BRI T . 54, FTUHE Library (BE) HEIEZ DT,
RJE U AR f T g 2Nt X J2AE East 6 HPE ] ARG —RAL .

3.6.7 A THELEFBHAR R IIALY BA LT

E East FHICAH, TT&FE NS B0 IETAGE T F 4R AR R /A A7 28 sk . BIFE, East 6
W LT T SR B 2 s AR B4R AL 7 ke . AR T — T Wil /£ CAPTURE {56 4 F Uh ik
T, M Library (FE) #ik$% it CAPT-GSD-EffFut, X HBHToRHE LRGBS S . 3 Test
Parameter GRIGSH) &£, #iE Include Option (&%) %40, ¥INiLEIH Accrual/Dropout
Info (NH/Bi%EER) -

Test Parameters Boundary Accrual / Dropouts

Accrual Info Response Lag Info

Accrual Rate: Response Lag:

Py e e T
Lurop

Probability of Dropout:

BWNALHEE N 12 MR E /. Al B AN 4 FJE AT USRS JA TR a8 it, Hoeik
BB T AL MBUEM BRSO R, BESIN—SEER I, MBS, B Lid(E

BJE, s U Ebs, BESRE N ST RO s .
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Accrual Info Response Lag Info

Accrual Rate: Response Lag:

Dropout Info

Probability of Dropout:ljl
i Y
Sample Size / Completers vs. Time Chart L@g

Settings... | Prnt... | Copy | Zoom | Save As... Hide Read-offs » |
Sample Size / Completers vs. Time Time
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3
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o
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N

KHEEE, #ii Compute GHE) AR, REKRIHRIZEEIL/E® CAPTURE 1, KL=
44y CAPT-GSD-NoDrp, Kimtigit i Il 1§, i, A A EMNE
KB B AR T IBLVE 5 Ol A

BUE, FAMBsee MBI O, Bk 321l B s i m] BEPEN 5%

50 3.6 BIFIEE - 3.6.7 NALA (S A



<<< H# * ZFF[>>>

East® 6.5
© Cytel Inc. Copyright 2018

Accrual Info Response Lag Info

Accrual Rate: Response Lag:

Dropout Info
Probability of Dropout:

-
Sample Size / Completers vs. Time Chart uﬂlﬂ

=]

.03

Settings... | Prnt... | Copy | Zoom | Save As... Hide Read-offs » ‘
Sample Size / Completers vs. Time Time
1,600 —
Sample Size
840
E 12007 Completers
a
= 752.4
3
w1
‘S 800+
T
fal
E
3
=
400
n_

[ I [ I I [ [ I
0 20 40 &0 80 100 120 140 X-Range...

Time

[— sample Size Completers |

W, T AEER AN, DI & R FAT. %k Compute (V) HeAATAIE UL, H5i%
THEF R T/E# CAPTURE #, 3 HE a4y CAPT-GSD-Drp. ¥ ti%it 5 CAPT-GSD-NoDrp 4T
kg, i mimitoeed 0 Bk, 1% CAPT-GSD-Drp MREARHE A, kit e m
WY 80 4%k, LASREL 1455 & %2iR8& (1455 L) IR

B TRATTT UL LR AT A AR s B A Beiamiesh, sEed M mi.
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CAPTURE:CAPT-FSD

CAPTURE:CAPT-GSD

CAPTURE:CAPT-GSD-Eff...

CAPTURE:CAPT-GSD-No...

CAPTURE:CAPT-GSD-Drp

Mnemonic PN-25-DI PN-25-DI PN-25-DI PN-25-DI PN-25-DI
Test Parameters
Design Type Superiority Superiority Superiority Superiority Superiority
No. of Looks 1 3 2 3 3
Test Type 2-Sided 2-Sided 1-Sided 1-Sided 1-Sided
Specified o 0.05 0.05 0.025 0.025 0.025
Attained of 0.023 0.023 0.023
Power 0.8 0.8 0.8 0.8 0.8
Model F
Allocation Ratio (nt/nc) 1 1 1 1 1
Proportion under Control (1rc) 0.15 0.15 0.15 0.15 0.15
Proportion under Treatment (Trt) 0.1 0.4 Q.1 0.1 0.1
Diff. in Prop. (it - ¢} -0.05 -0.05 -0.05 -0.05 -0.05
Variance Unpooled Estimate Unpooled Estimate Unpooled Estimate Unpooled Estimate Unpooled Estimate

Boundary Parameters

Spacing of Looks Equal Equal Equal Equal
Efficacy Boundary LD (OF) LD (OF) LD (OF) LD (OF)
Futility Boundary Gm (-2) (NB) Gm (-2) (NB) Gm (-2) (NB)
Accrual & Dropout Parameters
Accrual Rate 12 12
Response Lag 4 4
Probability of Dropout 0 0.05
Sample Size
Maximum 1366 1384 1455 1455 1532
Expected Under HO 1378.32 848 BBB.177 933.474
Expected Under H1 1182.678 1174.624 1199.958 1262.435
Completers
Maximum 1455 1455
Expected Under HO 848 848
Expected Under H1 1174.624 1174.624
Study i
Maximum 125.25 131.667

A LAfE¥ T CAPT-GSD-Drp — I HHE BIBSMIS TR, IXEER BT 32180 o 58 B B B 48 Fp 2L
IS5 S, THEIXLEEEIN =5 18 1 AR S 2 Jm MGV R PT EdE . 5341, IEREE BT A X B
“BRAFEAR” W@, BATTLUIER], BEE AR AN PR S HEORE A CTRRBOR . (H
&, WRE— TR &K TH Expected Sample Size (FHIREAR) 1, Hia KM HE T EE
B A FRAG

A LE e bR, T R S A R A B
3.6.8 IHIEHEE

FEARTIATEH, WATELLFHAAFE AL EE R 7%l : Output Preview CRIHTY) OKF
MED F1 Output Summary CRHfE) (FEEMED . East 6 &it LIFREMRE—2=Z L HTML
SCA TR A B i A E R

1€ Library (B2) Hiit##it CAPT-GSD-Drp, /5 & & Kz,

3.6 BIFIEE - 3.6.7 NALA (S A 53



<< H# * &3>

B3 F: A/TEH

WATLAXNE Library (FE) MR ROREE HAIE R .

Design: Discrete Endpoint: Two-Sample Test - Parallel Design - Difference of Proportions

Test Parameters = Sample Size Information
Design ID AT T
GSD-Drp ntrol Treatment Tl
Design Type L LT
Number of Looks 3 ErEE S (1)
Test Type TSided Maximum 766 | 166 [ 1532
Speciieda 0025 Expected H1| 631263 | 631202 | 1262456
Attsined & 0.023 Expected HO| 466944 | 46653 | 933474
Power 08 [Completers (s)
Viodel Parameters Maximum 728 | 727 [ 1485
Prop. under Comtrol (m) 015 ExpectedH1| 567573 | 567051 | 1174624
Expected HO| 424288 | 423711 | 848
Prop. under Treatment () 0.1 Dropouts (@)
o=m-m, Maximum B 39 77
Under HO 0 ExpectedH1| 31.013 | 31485 62.497
Under H1 0.05 Expected HO | 22667 | 2273 45.297
Allocation Ratio (n/n) 1 Maximum ) 3344.828
Variance UEZW:.L\):: i
Not = Accrual and Study Duration
Casagrande-Pike-Srmith Comection o . .
Accrual Duration | Study Duration
ez oz Maximum 127.667 131.667
Spacing of Looks Equal Expected H1 103.003 107.003
Efficacy Boundary LD (OF) Expected HO T =
Futility Boundary G(';’V‘E(;)Z)
Accrual / Dropouts Parameters = Completers, Sample Size, Dropouts, Pipeline and Analysis Times: Look by Look
Accrual Rate 12
Response Lag 4 o Boundary Crossing Probability
Probabilty of Dropout 005 Look Fraction Sample | Completers | Dropouts | Pipeline | Analysis Aureiarid)
# s max) | Sizem [E] (d) (n-s-d) Time Under Ho Under H1
Sample sizes and completers have been [Efficzcy B I Gt oyl | iy I il
rounded. 1 0.333 569 486 26 48 46.583 1.035E4 0.414 0.021 0.03
0.667 1070 970 52 48 89.167 0.006 0417 0.42 0.058
3 1 1532 1456 77 0 131.667 0.017 0.146 036 0113
© Stopping Boundaries: Look by Look
Info. & i C
L‘?k Fraction ;’l':':',ﬁ a B Efficacy Z | Futility Z
(s/s_max) Spent. Spent.
1 0.333 569 1.035E4 0.03 3.1 0.216
2 0.667 1070 0.006 0.087 2511 -0.923
3 1 1532 0.025 02 -1.993 -1.993

i VRS KBS NN IR AR & B i A S8 AR R S5 R R N Bl et
fH. XERMKAEA T G S5 AT TR

Fr “ORAE” BRI ORAF B H ROV LT A AR . AR TRISER NN AR R TR
HorR—AeHZhae B .

BRAPLRE R BB BEAT BB E 2 A (0 — R AR A IR k. tetn, 2 6 EHS B BaR E EAR
i, RIS ERE?

BT K, AT CAPT-GSD-Drp #4741, M Library (BE) spikfRubiit, sAE8E S K
Fr. WATCATE Library (FE) gt dibisit, REIEPFAER.
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RN B FBRARL B B ARG R s -

Test Parameters

Response Generation

I/Accrual / Dropouts rSimuIation Controls

Trial Type: iori ) )
P SLLELLLE] Specify Variance
Test Type: 1-Sided  Pooled Estimate
Sample Size (n): 1532 *) Unpooled Estimate
. Cum. o i .
Look # | Info. Fraction Efficacy Z Futility Z
Spent

1 0.333 0.000 -3.710 0.216

2 0.667 0.006 -2.511 -0.923

3 1.000 0.025 -1.993 -1.993

WG, Response Generation (JRFEZAERL) EIIR T 6 fHR -0.05. X5B ARG T LGB ZE AR
Bio GnSRAR R & (EXHRIRHE T, AT CAOR B B ER A E, T DA St . AT S fE
KABAT L. [FR, FRATEKE N —RF 7 H (B, 0.1, 0.125 F 0.14) E47HEHL. HiAAH,
FARUR FR:

Specify Proportion

Prop. under Control (7 _}:

Prop. under Treatment (T ) (BFEEeSpanE

0.15

EIBATHALRT, Zetsil % —F Simulation Control CEEJDIEH]) LI, AT LAM A 88 sl vk 3 3t mr

LA East 1 30Ek csv A AU IRAF AR A DL & — S B IS 2. AT RAZ LR D BRas AT -

£ Number of Simulations CHULXED 7 Brh i N ZHEAT BB ERINE DY 10000 K.

£ Refresh Frequency CHllHTAIA) Bt b BN/ /b LB A3 A in bR sl 12 AL 122 o BRIA A 00

T, BT 1000 JAEL 2l Hr— K5 o

B “BENIEA T & BN Clock (B4 5% Fixed (E&E) . BRIMEM TN Clock (Bf%8H) .
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B & Suppress All Intermediate Output (ZE1EFTA F Al D) S IEHERT AR (k4

BEFPAT RSB EUG 1 458, 1% Pause after Refresh CRIFT/G &%) SLEHEI 4 AAH R
JRUH AR o

BRilikr Stop At End (5B {#1E) HIEHE, XFERTEERIT ARG BRICAE R, RERE
Output Preview CHIHiFR%N) &GN AIWH . W LIBUE L b E%4E, 7€ Output Preview
G & O B R AT .

WAL “ S8 7 5“5 00 B ST T8 S UORAF A OB A S G T DA B 2 J2 THT A2
Wi CCHPARRIRSEIEAE, kSR CSV I, T ERRAC A A AR AR . W FOR R O A A S B, T
FHRL I ECHE SO 22 SR RUAHOGH. . BEVTIAZ 0, TR SO Output Preview (FiTHI T
%) #473) Library (FE) I LIE.,

IAE, AT T #E—F Simulation Control CELRISH]) EWi <, BEAAWTFIx~:

Test Parameters Response Generation Accrual / Dropouts Simulation Controls
Output Options
Number of Simulations: 10000 P P
Ourput Type:

Refresh Frequency:
Random Number Seed

O Clock O save subject level data for simulation runs

Note: Max. 100,000 records will be saved.

O save summary statistics for every simulation run

() Fixed 111

[1 Suppress All Intermediate Qutput
[ Pause after Refresh

[4 stop at End

Bt MR Simulate G 4L ITE. KOS5 ZAY 7 BN R =50 T8N, &5
HILA T % . X2 Simulation Intermediate Output GBI AIEH) &0, ZHOSERE—
BRI RS R, I E O RPN EL BT AR IR AT T 10000 IR .

56
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Simulating design 3/3
Latest Incr. # Incr. # Total Total
Lock Lock N == Average Average Average |-1cr R I:IU R ~ B_ . a-
= Positi HO+ HO- H1+ H1- |[Simula... nf c let Ti Rejecting |Rejecting | Simulation | Simulation
esition TestSt.. o |~omeleters)  Time HO M1 | Count (I | % (ner)
1 485 -3.71 | 0.216 —1.878 | 979.337 485 46.504 4 2962 2966 29.66
2 970 -2.511|-0.923 -1.516 | 1959.._. 970 89.046 209 4013 4222 42.22
3 1455 -1.993|-1.993 -1.626 | 2933.... | 1451.724 |131.255 504 2308 2812 28.12
I [ [ [ I | Total [1942.. [ 961.61 [88.292[ 717 9283 | 10000 [ 100 |
\ 1 T 1= 717 | 9283 |
Stopping Boundaries Rej. HO and Rej. H1
- & T Number of Trials Completed = 10000
5 4 24.000
h:] 2 Simulation Seed = 111
Fl 2 o
=] Uﬂ.DDD
N z Elapsed Time = 00:00:12
£ 5 2,000
2 5
R £1.000
A
£ T T - o ]
0 500 1.000 1.500 1 2 3 4
Completers Look Number
\-0— Efficacy -8 Futility - Test Stat E Rejecting HO Il Rejecting H1

b B O R Close (SRFH) 4, ¥4:%% %) Output Preview (CBIHTE) & M. FPEX =T
3| T/E# CAPTURE . HF*t#il CAPT-GSD-Drp AT 7 #dLL, BRI =AMBRLYT Sk A A7 %K

T A

I,  East 6 #ffLibrary (B thPCRHIZEREHIINT .

= &> Root
- i CAPTURE
- M) CAPT-FSD
- M) CAPT-GSD

= "y} CAPT-GSD-Drp

- M) CAPT-GSD-EffFut
- M) CAPT-GSD-NoDrp

- I 1 CompareDesign1
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S T DA A M 5 7 CAPTURE I B HH60 8 AL/ VR 04 35 B B S5 5L, 76 Library ()
Fh PRI =AM SR A, s L .

CAPTURE:CAPT-GSD-Drp CAPTURE:CAPT-GS5D-Drp... CAPTURE:CAPT-GSD-Drp... CAPTURE:CAPT-GSD-Drp...
Mnemonic PN-25-DI PN-25-DI PN-25-DI PN-25-DI
Test Parameters
Design Type Superiority Superiority Superiority Superiority
No. of Looks 3 3 3 3
Test Type 1-Sided 1-Sided 1-Sided 1-Sided
Specified o 0.025
Attained 0.023
Power 0.8 0.805 0.258 0.072
Model P
Allocation Ratio (nt/nc) 1
Proportion under Control (1rc) 0.15
Proportion under Treatment (Tt} 0.1
Diff. in Prop. (mt - mc) -0.05
Variance Unpooled Estimate
Proportion under Control Data (1rc) 0.15 0.15 0.15
Proportion under Treatment Data (Tt} 0.1 0.125 0.14
Boundary Parameters
Spacing of Looks Equal User Specified User Specified User Specified
Efficacy Boundary LD (OF) User Specified User Specified User Specified
Futility Boundary Gm (-2) (NB) User Specified User Specified User Specified
Accrual & Dropout Parameters
Accrual Rate 12 12 12 12
Response Lag 4 4 4 4
Probability of Dropout 0.05 0.05 0.05 0.05
No. of Accrual Periods 1 1 1
Sample Size
Maximum 1532 1532 1532 1532
Expected Under HO 933.474
Expected Under H1 1262.455
Completers
Maximum 1455 1455 1455 1455
Expected Under HO 848
Expected Under H1 1174.624
Study Duration
Maximum 131.667
Simulation Results (Overall)
Average Study Duration 106.835 102.925 B88.292
Average Sample Size 1262.016 1214.796 1047.899
Average Completers 1173.081 1128.516 961.61

TR, B2 I A, SRR AT BT T e, SR 1532 IOREA RS2 LW S
AT 0025 F 001 ) 5 {f. BRRERBUIEH R LR RIM. R PRI, U
BE|T 80%, 0 T -005, HEKE LRI 0 . KEOE < FAER T TR
54k, SETTLUBILH 7R 7 B9 015 A “EEE T TR, iR G AR T e
CIES T

ORI T USRI SE 19, PR R workbook_name:design_name:Sim. 1M T K T it

THEERE, ATRETCIEE BIeBbn . ERXAMELLT, 7T LUK SARTEEH BAF SRR B etk LR B E 58
Hhril
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CAPTURE:CAPT-G5D-Drp__.

13 C Ml
'%PTURE:CAPT-GSD—Drp:Sim3 }

Superiority

K[, East 6 HIRAU ) REZ FE B RATIIE B HRAE R 9 K TR Z —.
N4 Bast 6 15— TUE D) REF AN . AT TR e 5 FH Ik T RE S DU “ CAPTURE 1
g&” 3

3.8  HHANEM

TR I T R R BRI (A B OCE B, TR RO AR R R A R 2 . R R R, [T
BB 7% ZEAEAT R B B S EE BT T S G0 v B LA B AT TR RIS o b, I HL IR 77 ZEAR BRI 10 | SRS R AT
. East A&fiZiAid Interim Monitoring (FRrEANMAID 7R3 W I p2H 7 51 1R 56

IM AR AT DARYE F (G BA P E R 2 M E. EANESErEELIHE R, B URKAEE
TE BRI I 1EA Tt ek, SRR B IX (. frA X (s B3 B T IR AL
MR, LLARIYSE B, I H eI v g AT & R 1 it

TEFLEN CAPTURE X35 CAPT-GSD-Drp #A7HMl. M Library (FE) FuE#fitixit, REHd
IM i, mrolseet M8 bR EE SR IM GERIR . (EAE R, Bl TR R 8 IM AR
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3% ASTER
“HRMIN A R B OREG, AEE IMGRBT IR R B AR TR

CAPTURE:CAPT-GSD-Drp:Intesim Monitoring 5868

EnterinterimData X £ (7 11 0 - o
Look | Inf Cumul T Standard Fep Conf. Bounds | cepeated Pred
ook | nformation | Cumulative | Test o (s e iy i peaied |, | Prediciive
+ | Fraction | Completers | Statistic error p-value Power
Upper (2...| Lower (2
w1 [ [
2 } i i
3
Click the "Enter Interim Data” button to enter the Look # 1 data.
StomiosSoundaries [ Compers | Sy | Faliy T e [ o
e —— size
Zo0s 08
0045 | 0892 |
003 | 054
0031 | 0385
002 | 025
0017 | 0145
0011 | 0078 |
0008 | 0038 |
0003 | 0016
0005 | o012
orsoend rancion i, ; T T e TR s T
I — 2 [ Fraction | Upper | Lower | Upper | Lower
|

B TR 2 B 485 4 s i A .

FETE Test Statistic Calculator (ABGEHHHELE) i AT, T blilit i Enterlnterim Data
PAHTIEI IS, HITERA IR, M, (AL

60 3.8 FHHIM



<<< H# * ZFF[>>>

East® 6.5
© Cytel Inc. Copyright 2018
' ™y
Test Statistic Calculator M
8 o8
Editing Look #1
[J set Current Look as Last
Read from Analysis Node
Select Workbook:
O
Select Analysis Mode:
Completers and Responses
Control Treatment
© cumulative Completars: | 242| | 243|
Cumulative Response: | 35| | 24|
Completers (Overall):
Input for Binomial end point
Estimate of &: -0.05
o &= (-}
Standard Error of Estimate of &:
Qutput
Test Statistic: -1.676
Recalc [ OK ] l Cancel l
A A

WA P EE AT T AR, MRRIR ST A S M M s R U Do AR B (Y AR AT
m SRJE HlT Recale (CHEFTTSD , BT HMAGE.

X I e, R DURYE RRAL I SO B A PR, East UPSLLLGIE 6 RIARHERZE.
WALV 0 B THE L HARER 2, AN SRR 5 S . WIS TS A TP s A E
SR T I (S
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BI3E: A/TEH

B B T BT «

Rep. Conf. Bounds
Look | Information | Cumulative | Test Standard . Repeated Predictive
5 Efficacy | Futility ford P
# | Fraction |Completers| Statistic Error p-value Power
Upper (2| Lower (2.
1 0333 485 S1676 | 005 | 0.03 | -371 | 0216 | 0.061 0106 | 0251 | 0.868 | 0.743
» 2
3
Click the "Enter Interim Data” button to enter the Look 2 data.
Stopping Boundaries Comple(ﬂs‘ Efficacy \ Futility \ Conditional Power Effect .
485 -3.71 | 0216 size
R -0.05 | 0.868
0.044 | 0.798
05 0s 0.038 | 0.693
0.031 | 0571
0e 0.024 | 0.446
0.017 | 0.328
2 0.011 | 0.228
0.004 | 0.149
23 0003 | 0092
= 0005 | 0.077
a5
. o
q S0 Lo ism X w0z T
Error Spending Function Info. . Confidence Intervals Info. RCB RCB | Naive €I | Naive CI
Fraction Fraction | Upper | Lower | Upper | Lower
o2z 02 0333 0 0.03 o —_ 0332 | 0061 | -0106 | 0008 | -1 |
01
002 oz
23
28
os
05
oz
28
29
0003 -
11
12
o o 13
g o3 i T 0z o4 0 88 1

S — WS B B 2 — O ST RS, A DA BRI AR AR 55— O S AT SR

IM GRS ThRE, Bln,  “RAFDharEEs” « “TIXIELE” o R . X
SE D RERFAEA T Ja S E T A AT Ui

HAEREE 970 L2l . FTIFRRG I RIIRE A LMBOASE, K “ia)77 A f RN
RO 30, il OK () 1%l B AR T Rs:

62
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Rep. Conf. Bounds
Look | Information | Cumulative Test Standard N . Repeated Predictive
i - & Efficacy | Futility for cP
# Fraction |Completers | Statistic Error p-value Power
Upper (2...| Lower (2...
1 0.333 485 -1.676 -0.05 0.03 -3.71 0.216 0.061 -0.106 0.251 0.868 0.743
2 0.667 970 —4.44] -0.087 0.02 -2.511 -0.923 -0.028 -0.119 [ 1 1
's ™
Boundary Crossed =)
Since the value of Test Statistic is <=the critical poirt for efficacy.
HDis rejected
3 Although boundary has been crossed, East gives you choice either
Click the "Edit Interim Data" button to edil to stop the study orto continue entering further looks.
S 3 = Fl 3 d 3 -
Stopping Boundaries @ 15338 Malte your deaision Final Inference
o5 Final Outputs at Look # 2
: . Adj. p-value 0
] f -
s Stop stop the study and bar further looks input A‘Z?{' ;;';‘c'l' :erss 0.085
Continue | allow the study to continue Upper Confidence Bound -0.043
= Lower Confidence Bound -0.124
1.5 Post-Hoc Power
-2
-2.5
-3
-35
-4
0 500 1,000 1500

East o JREGRAESE WS gdb g, mTCLE A P A Rk e b ks, RS g, JhITA
TR TRIRA . fJE, East 6 SHEATRAHMEWT A . EIZINBL I T DUE A T — ANk
T4k S N B MRS B R . (0 REAT — IR A HE W 5

FEA T a0y, B R T AFAnrT R B AR AT (10 6 9T M 00 ) A

FEBCTHRS, WATLORE “IM AR A8 TR, ATRLAA @A A 2 AN AT RER RS 5, SRR MUk
SERREU o AZ AR E P N RS B, VR RS A s PRI B AN 5. kT
S 1 BT AT I A RS . AR EEAT T LRI, AT DURESCGR AR R A s TS S A R AR
TAREF.

Hif; “IM Dashboard (IM {XFAR) ~ & LI ™ FEER, (RAFICRMRIN Y ATIE.

A[fE Library (E) 1 Interim Monitoring (9 BME M ) 5 &5 F i ik A& 45 & . Interim
Monitoring (HPHEABRHD & CZMAE O, X% DARHTED, (HATLL HTML #% 03T B3t =
HAEH.
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Design: Di: te Endpoint: Two-Sample Test - Parallel Design - Difference of Proportions
Snapshot of Look 2 of Interim
Monitoring.
Look Imtocmation Cumulative Test s Standard Efficacy ity Rep. Cont. Bounds for § Repoatod P o Prodictive
. Fracsion Completers Statitic Error Upper (20%) Lower (2.9%) P value Powes
033 s Ciem 05 ) an 0216 001 018 0251 oW | oms 016
2 0 667 mn 441 0007 [ 251 2 Q0% 112 179964 A WA "
Final Inference
Frd Oupws iockd | 2
255 P eee
Ady P Est for & 0085
A N Clied
Upper Considence Bound | 0043
Lowsr Confdence Bound 04
Dot Mae Powar NA

NTREAEDIRERI S, ity SEhrliREdEE R AT . HP AR HES AT RS (I
JiZe) » MARR LA E VE M R B s B AT DARSAR B R 10 2 A rh ST EAL, ARFE SR AN R T 22
AT PRIE LB AE L5 AL, X T T e T A 58 K.

FottoR B m] B CLAEREA B EB Al F, FEIZThRE T, IR BT BE AN IERA, T AR R B2 Hh 1 cdie Lo
BAHRIBIT £ 51

KT East 6 AI'I4RFHVETTRIIEA . AT M5 851088 1 20T FE VR0 A 2R3 T H ) BT 2
e FTA Bt A HT D BRI ER AR AEA T A A BEAT T
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5B A E: N wEL

A i

Data Editor (BIEHRER) RVFCHEEBIENE . BEast w2 H 0T R B8R A XEIR N F K. £
Data Editor (H#E4uE#R) S, MAHHRM, MM ASRBILA T H.

N 4.1.1 B ZFHEENBEEHER TR B 4.1.2 QBT E w413 BERBKE
W 4.1.4 555008 W 4.1.5 FHEEA

ZEBI%HE Data Editor (BESERR) W& L2 MU R TR, 7T H T 6 i sl 4 52 ) £
e SOEER SO PCREBLRL T — RIS, FHOVER, 2EEHS. FRILREE IR v E E R
MFB, MARE. A ZTRINARNZREIR. A Z , S PR ARIER R — M RrE
AR AR E DO AR EE. BARRESNE - TOERERER. BOIEER M
ANA At et (0 FAR 2. SRAR S AR AT AR AR 3k 2 Bt DU 5 B P S 9 s i 2

4.1.1  FOIHIEHI B i B 75 D)

Data Editor CHURSEa%8) Fi-T-6U @37 2 150l SCOF i 45 LART AR AZ (RS0 o F P AT L
G

WA i 4 R

I

E
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LN E 3 e ane S
WGP R

CJRES RS RN G

W KSR

W AR T4

m R
IR (s EELIRIE e

B R BT S R
4.1.2 I2TE

FAER CREEEE” %, HAHZEH Home (EW) . Hidi Kb vew . % Ccase Data (B .
B RB IR, A FMARICA var (BE) , Rl U5 H el A, Ealdpmis
B, HEAESA MmN, 20BN F N Varl, Var2 25,

WA PR BAT A RS, EHB SR A B R Eik$ Create Variable (BJEZE) . i
iR A LB B O I IEAE AN P QI i B AR . BESE — AR P o @i g iEELE

M, 7E#E5%M Data Editor CHUEGIEI) . Wil W
AU Bor FHIRHEHE, LM R 4R, SRR k. Bt AR

4.1 ROIBHE - 4.1.1 ROV RS R S TR 67
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Variable Type Setting H

Dretail | Aligriment I Format I Walue Label | Mizzing Yalus(s) I

Hame:

Description:

Type: IHumeric

Base Level: IHigh

Wariable Setting

| Cancel

4.1.3 ZELTLE

AT DASE OO AE A S BRI AR B AL B A LR,

srE il (OK bkl mast 2 IR RRMEIZ

BIEAE S BT B A AN =R b SRR NI R EAR MO E .

Variable Type Setting (ZERAEE) WHEMEA S L ETHF: Detail (H4HEE) « Alignment
G ARA) « Format (3R . Value Label (fH##2%) il Missing Value (HRAR/EH) .

Detail (#4H58)

Detail (WHHER) HEI R AT HELSEINERELARR, HRIMBEMALLEFLDY (Numeric
[$UF]1. String [FfFH]. Date [HH]. Binary [ZHi]. Categorical [#K] =
Integer [EB¥]) . iHIEE, £ Variable Type Setting (ZLEARAKE) +, RELE

KA, 2 BIRAFRIETR ML,

68 4.1 OB 4.1.4 HiE S



<<< H# * ZFF[>>>

East® 6.5

© Cytel Inc. Copyright 2018

tbin, HE4X categorical (432K) iE#H “LERA” K, &K Category Detail (R4
158 LTl Base Level (EEXHH] A7 H.

Value Label ({E#7%5)

Value Label (fHARZE) IEWIREAMINIT PR, LA AR EBIAER bR . ke inss. M
B ide 5 b 2x UMM R =4 AT A2 B 1O BT A ERRSE -

¥Yariable Type Setting

Detsil | Alignmert | Formet  alue Label |Missing Value(s) |

Value: I
Label: I
Add To List |
— Value/Label List
Lables | Values
) Change
Remove
Remowve
OK Cancel

Variable Setting

Missing Value (Ht5fg)

Missing Value (BRRAE) EIWRAHFHEHRE. HMAH =/ NiEk#: Not Defined (REXN) , &
AT EAA S WM ANERAE; Discrete value (FEME) , RVPEEFEEBIMBIEREYIRF; 5L
# Range (JEED , AVPEEBENEFEHEIRE ABRKME.

4.1 ROIHHE - 413 B EFAEE
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4.1.4 FEHE

I P (LT LS 2 U S SRS TE A 2 H T,

B I RGN R

m AR BRI R

mXERBIH

4.1.5 JFERH

AT LA F R0 East (0% R I RE:

BB TIRRE

Wit Home (T i, 1P leukemiacyd, HHEIF = HH Data CHIE) . BRI
#F Bast 245 H 3 T sample GRAD SCfbderh.

% 2: A Filter Case (JHLZRMF) FHA

JIFISEE Data Editor (HURGMEE) . MfR V fAEH. East HEA—AMIEE, AW
(ETE “ RPISR AT R T . ZXHERER VR ALL cases (FPAZM) BULHE 1f

condition (If %) . i T Range (GE[f]) WElf#f Filter Variable (fFIEZE) MM,
BRI T s

Filter case(s)

X
All cases

Cancel

If condition

All the cases are selected

Range

Filter Variable

RN

70

4.1 ZHIEHE - 415 T Z0



<<< H# * ZFF[>>>

East® 6.5
© Cytel Inc. Copyright 2018

SR 3: FEAR LI

% Filter Variable (JFEZE) %I, WL EFEXFEEFE status CRE) HHFEE=ME,
TXAEHE 2 AR B 51 26 P B AR SRS ks LA i 1 53 — M i =5 (U HE b

BB E RS LR 1 MEF. £ Event Code (FHMFAREZ) FHli 2 FIHEFHEN 1.

Filter case{s)

X
. . 0K I
All cases Variable List :

Drug
Time

Cancel

Vard

If condition
- | IStatus
Range Event Code: |1|

14

Filter Variable

WK 4: fiH

Wil [OK], WA FRHMEPTR, East SUFIARSEREA 1 WROIBRAKE. ITE, (LR 5
e Ja W =B BAR AT M. XAE, WER T A BRI AR EARR, RIATRAT T .
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B AT HFwEH
Drug: 1 Yalue: Placebo
Drug Time Status
1 Flaceho 1 1
2 B-tAF 10 1
3 Flaceho s 1
4 B-tAF 2 1
5 Flacebo a 1
i B-tAF 37 0
7 Flaceho 12 1
8 G-t 23 1
q Flaceho a 1
10 |B-MF e 1
11 Flaceho 17 1
12  |B-MF k 1
13 |Flacebho i 1
14 |G-MF 16 1
15 |Flaceho 11 1
16 |B-MF 34 0
17 |Flaceho a 1
18 |B-MF 32 0
19 |Flacebho 12 1
20  |B-MF 2h 0
21 Flaceho pa 1
22  |B-MF 11 0
23 |Flaceho 5 1
24 |B-MF 20 0
25 |Flaceho 4 1
26  |b-MF 19 0
27  |Flaceho 15 1
28 |B-MF F 1
29 |Flaceho a 1
30 |G-MF 17 0
a Flaceho 23 1
32  |B-MF 35 0
33 |Flaceho 5 1
72 4.2 TRHEHE - 422 Gl XAk
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W 4.2.1 2 OHE I BGE E AR ThRE W 4.2.2 QIR RS

Data Editor (FEHEAR) RPN 2 X 2 ZXRRMALSE, NENEHFREY —Kidk. 7TLMEH
BEAE XHHE HASE 2 X 2 SR NS BB RN . W] RSN (B, Wik
AT UM (1, JESTEUEFE KR - East HATMORRES RN M,

4.2.1 X XHEHIH A BT

Data Editor (Htagfias) F AU 2 X 2 22 XM S i AR DR A7 OIS0 E . P AT L
AN G 55 55 R TS S N B8R

R A bR 2

ReIr 2 Begs AN R 20 A 391

LS VOSESEACIER

RE S ARSI E

£ H G

4.2.2 LI RHHE

LR AR, FASEH Home (FEW) . HliEbs ver, M FHEH AL Crossover data
(ZXHH) -

4.1 EHIHHE - 415 e =) 73
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Wt BRI — XA, BAR DT B

8 Crossover Settings E
Mo. of Groups: IE_ Mo. of Periods: IE_

Treatment &zzignment T able

P1 P2
G1
G2
Q. Cancel Fezet

7 T RSHEES, WLLER 14N Treatment Assignment Table (FVEAERZE) K 2 x 2 Rk,
IS T4 TR TR AN R 2R . FEBERRCOR R A, ATRAZMAT 2 x 2 A8 SGRBR & . R,
HHCRE AR B TRR G1 Rl G2 WA, BIFR R SUEARIPAN A, BI"P17FI"P2". iR
FEBE SO U HRAS, TR A H AR NI . SN A S B LR A SR BT IR B R NIT IR S, A
KOs g s 1 B EE R R

74 4.2 XRXHHE - 4.2.2 @38 NEHR4E
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F® Crossover Settings |
Ma. of Groups: IE_ Ma. of Periods: IE_

Treatment &zzignment T able

P1 P2
G1 A B
G2 B
aF. Cancel I Reset

Rules for editing these fields (4% XLEFEIFND) FTLAEATLAFR 61 Al G2 HEUARZ H 8 NMF4F
A Trre, HPaSHTRA A-Z. 09, “7 L “_7 (FRIL FHTsr, Ty feder,
REEAELRRAAE A3k . 0T DU 7 R ) 27k P A P2, WiHVERE,  “41” SRR T AR

AAA. 8 A S ANE . SRR, i [OK],
BEEISFTIE “ B 15 AR i as.

Mo, of Groups: |2_ Treatment &zzignment T able
Mo, of Periods: [2 P1 P2
G1 A B
Patient_ld Group_Id P1_Resp P2_Resp var
1
2
3

4.2 TRHHE - 4.2.2 DIEEHiAS R 75
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UEgm e 48 KA T ROV EIR g A . 5 RBIEIR AR —, XN TERE, WTREERER TR
Bl dgmiEas A VA TUE 7B PatientId FIWIES BE ST . Groupld FE & EEFTTEH
MIbRiR S, IHIHIS H ROZR S HITE 2 X 2 PR NAT BRI AN IIFR % 2 — o FEJG TP A oA
v, oo B AN I RS, 1K A A R LR “Resp (ROBD) 7 5 22 Fi i A AR JE 4 5 441
. Ebtn, 7EEEEXHEAED, AT T P1 A P2 VEAMAFRIRGE, IR AN OSBRI A
P1_Resp 1 P2_Resp. {H/&, GIHFEBMELL 1 F1 2 S5 Fk, WA ID LLRE P ONRTZE, XFEETH
WS IAR 0K f2 P1_Resp Al P2_Resp.

BEAI PatientId. GroupId N[EEHAIK, TIEELIRmELR P HITREE. WRIE GroupId Hff
MR H A RRE “G17 8 “G2” , R RZM; SN, ZEERNHRK. W Lsnih e, 4
Wi, R . REIEIE AR AR A A R B S T X A

i HAHT DA 4E GroupId. PeriodId BRY AT IEHFA. WIREHITEN, KiEH
5 B4 2 1 BT IR ML T

AWLMifi] East Data Editor (NUiE4wiEaR) f MR T AMHIA LR,
BB

1. %% Data Editor (NUE4ESR) stem. wmdilEhs @ . Bl hlEk e A HEE R, T
TE MO 2 B AT . AR S B 4 A B

76
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Transform ¥ariable

Target Variable:

Nmﬂ

Variables:

Time
Status

Functions:

L

Kl

ZCHIRAHD{cif)
#ZA
ZORMRAND
=Pl

ZRAND
ZSOEND
ZSONOD
ABS{var)
ACOS({var)
ASIH{var)
ATAHN{var)
AVG(var, var,...)

CEIL{var}

Hote: Double click on selected variable function to use it in expression.

o]

Cancel |

L I»

=

AT B A M H AR &

VAR =

Horb, vAR RUFIREMAR. BHEEHLE, /£ target variable (HIFRE) FRPHA

A B PR

2. fAMEE SR VFR B G e E AR A . BUERE A, XU eR . U R R A bR B EAR AT A

¥ CEFARAZELT , WIHFZAZMBL 2. K2 PRSI TSE.

3. WAL T AR e i S 0 24 B A B
Transform Variable (#AFE) WHEHEF T MG, BARMIZH K E T Fin:

4.3 JiEEH
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PAR A2 East HH AT T AR R BA R i ik 2081 3
ABS(X) iR [H] X (2 xHE
SHVEHE: -1x105<X<1x10%,
ACOS(X) &[] X )[R AR 5%1E-
SHEH: -1<x<1.
ASIN(X) iR [\ X )5 IE 5% 48
S -1<Xx<1,
ATAN(X) IR [A] X FI R IEVIME .
SHTEH: -1x10%<X<1x10%,
AVG (X1, Xo,..)IR[E] (X3, Xo,...) FF35MA
SHTEHE: -1x105<X<1x10%,
CEIL(X) iR [RIA/NT X R/ NS
SHVEH: -1x105<X<1x10%,
CHIDIST(X,df) M E HIE df >0 KI5 A iR [8] X A AR .
ZHEHE: 0<X<1x10%,
CHIINV(X,df) &[5l F HHEE d>0 B)-RIT AR EE X E o 8udE, BliRE z ff PriZ < 2) = X
ZHIEE: 0.0001 < X <0.9999.
COS(X) iR [H] X fAR%fE, Hr X DUREERIR.
SHVGHE: -2.14x10°< X <2.14 x 10%,
COSH(X) IR [a] X [ i A% 1E -
SRR -87<X<87,
CUMULATIVE(X) 457 X {551, MhsREUREI—ANE51, s j T nsk B AR EG T j 17+ 2% 3 2 M,
EXP(X) iR [BI£E X &bt 51148 Bk 4 .
SRR -87<X<87,
FLOOR(X) & [E] X [ T PREGE A KT X IR K.
SHTEH: -1x10%<X<1x10%,
INT(X) iR\ X G 5
SHIGHE: -1x 105 <X<1x 105,
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ISNA(X) Wi X REAAE, NERE{E 1, FNERE 0.
SHIGHE: -1x 105 <X<1x10%,
ZREAICA R, BN, s RIIAE B A T
X1 = IF(ISNA(X)=1, COLMEAN (X), X)
ISNA() BREHAT R 55— TR FH B4 55 & N EScaha B o vl B B A R AL 10 5%
REJECTIF (ISNA (X)=1)
SELECTIF (ISNA (V1) +ISNA (V2)+ISNA (V3)=0)
LOG(X) iR[Fl X DL 10 NI
SHIEHE: 1x1025<X<1x10%,
LN(X) iz [5] X BL e NJEHIX L
SHVGHE: 1x1025<X<1x10%,
MAX(X7, Xz, ) IRIE] (X3, Xz, ) BI5RAE
MIN(X;, Xz, ) R[] (X5, Xo, ) YA /IME .
MOD(X,Y) iR [H X BRPL Y (. RIS S5 X RS,
SHIGHE: -1x105<X<1x10%,
NORMDIST (X) MAr#E IEZS 7 AiiR 5] X A AR
SHNEHE: -10<X<10,
NORMINV/(X) iR [FIFRAEIEZS 7340 28 X B8l BRIl z i Pr(Z<z) = X
ZHJu: 0.001<X<0.999,
ROUND(X,d) i&EPK X MU R NE] d N B/ 2IPF A5G R d=0, JPK X U4 T2 il
[ EEH
SHIGHE: -1x 105 <X<1x 105,
SIN(X) IR [Fl X FIIEZAE, o X PLREER IR
SHTGH: -2.14x10°< X <2.14 x 10%,
SINH(X) 3R [8] X {30 ] 1F 5% 48

4.4 HFERZ R 79
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SHNEHE: -87<X<87.
SQRT(X) &\ X {17 HR
SHIEH: 0<X<1x10%,
TAN(X) i&[E X FIEYME, Hr X DOIERR.
SHVEHE: -1x105<X<1x10%; Xz (2n+ 1)121, n RN

TANH(X) iR [\ X Xt E VA .
ZHTEH: -87 <X <87,

4.4.1 IF B
IR BT A 0 SR OB R A, RS TN true, WUBRIE—AME: W03 false, WBR[E S —AME. B

IF (CONDITION, X, Y)

W CONDITION Jy “true” , LR EUR[AME x: WIR CONDITION A4 “false” , WIR[Al y. filt,
FIELL P E

HIVPOS = IF(CD4>1,1,-1)
R GE T AR R HIVPOS, B4 s & coa #id 1, MMESEERN 1, SUMEEEN -1, i,
CONDITION HL& PN “HEISHEAT” 7RI ARRIEN, Fl, cpa>cps.
CD4+CD8=15*BLOOD. F¥Ff#iH LA T hEis 5 15 :

=, >, <, >=, <=, <>
—f%, TTCLE AN S N4k E AND. OR BY NOT &M il 744 kM CONDITION. f#§]
w, FZRELLIRIAR:

HIVPOS = IF((CD4>1) !'AND! (CD8>1), 1,-1)

ik FRIEAEHE, WR cpa>1 H cps>1, HIVPOS WHUE N 1, HWEEN -1. H—J71H, HiFE%
FELL T Rk

HIVANY = IF((CD4>1) 'OR! (CD8>1),1,-1)

bk FkE e, WS cpa>1 B cps8>1, HIVPOS MEUE AN 1, FHIUEVE A -1.

80
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4.4.2 SELECTIF £t

Uk o KR DR 5306 AL R A SR B0 B R AR D SRR 1 — P R 59k . T DA Rt S R B Ay
FAhidsgk. e

SELECTIF (CONDITION)
SERR BT L ¥ CONDITION Jy “true” LR, JFAIA T Eds & b HR T A HAtic k. Bt 51E
DR i

HIVPOS = SELECTIF (CD4>1)
FRZAHIREE cpa I 1 il AL IE A IF %) CONDITION R,
BVER, 1L#% Transform Variable (FR¥ZE) I, SUARFTTEMFI AL E LML B BHAT HAERIE .
4.4.3 RECODE Xt

Uk o K] X AR B AN RN R AT R g . B ARRE ] TR R ap R B et e V) S AL 6 th B R B
AU E A2 . RECODE HUIRIRA ML, — X0 KA BT EH Y, 57— A TxHESA
BHHATEN M. EIXMAMEOLN, 4 A ) A2 B AL AR P B

Recoding a Categorical Variable (/)R EEHHIG) B RE:

RECODE (X, Si=ci, S;=Cs..., S,=c,, [else]),

o x R E R RTE (BEARERD 5 8x xP—HET, SHpERIDA
g: WIEZH [else]l BT x WITAHTIEAET, HERMNES 51, S, S, THBRMEL
F, WEHTERGG. W [else] K#IHE N RECODE B, MMNES s s, s, HHEERM
PG 87 # AR, 157EE, RECODE MBS H 5 = o H—HET 5 B, ZHAETFHEE
RN ET oo RAWHEE, ERIESAiEE —HET. Bk, WREE 5 H n A
ANEBIBT (S Sy Sy 4, MI'E{E RECODE ZEFIKF R RN 51 Sy Sy. Bl
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<< H# * &3>

5B A E: N wEL

Y = RECODE (X, {1,2,3}=1, {7,9}=2, {10}=3)

R RARE X w5 — I RERE v, X x € (1,23}, BEENT, XT xe (7,9, REH
N2, WT x =10, BGEMEN 3. x BHAME (RA REFAZE. WUERAERT x B9HAREREAT E B
i, i, SN -1, RSEERREE AR RN -1 R TS HI R AW

Y = RECODE (X, {1,2,3}=1, {7,9}=2, {10}=3, -1) o
Recoding a Continuous Variable GEZEAFBEHRME) EIEL:
RECODE (X, I;=c;, I,=Cz, ..., I,=c,, [else])

Horb x RWEN R R ESLRE (MEAREAD » 5 RrBT XN, BRERRLAN o TERSH
[else] ZJFT x WrARTRINEY, EFERMNXE 1, 1, 1, FHRRECT, AT B R gt .
R [else] R#FEEN RECODE MIZH, WX 1, 1, 1, PHEROAETHAL. HEE,
RECODE )2 $i il F B i o BN B I IXTH) o SR R84, RIS IXTR) 15 48 T 2R IT A
DX [a] o

FJlaap

B BN (o v) XA 5 2 IFIXTE, HASE o M v Z R 87, EAEHE R A

B BN [u v BXTE) 2 XA, HESE o M v Z IR BT Eey HAA b .

B BN (u vl XTERZITAAXE. EAEHE u, TERE v, JFERERE R .
B BN (o v) XER LA ITIXE. EHE o, A v, HORENE R PTE .
Bt

Y = RECODE (X, (2.5,5.7]1=1, (5.7,10.4]1=2)
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© Cytel Inc. Copyright 2018

XESALE ERY, AT 25 <X <57 HEHRN 1, AR 5.7 <X<104 #iEH 2 H X
FIpTA S AAZ . JRABARNS X BT HAR BT S Y (s Hgmason -1) , PR -1 /855K
e — S Hn:

Y = RECODE (X, (2.5,5.71=1, (5.7,10.4]=2, -1).
4.4.4 FFH

B R BT — BB AT AR IR Bl M hr . IR EHMEH T EARRIEX . wTUMEH LT A%, X
S8 bR B AT 2R A2 7B coL. T IXEESI R MM B4 var DU TARR PR R, HARVFEHSEAR
B ik, ATRERR EAEAE A A e BTN T SERE QU P RS SRR, AT IR A 2 R
SR

COLMEAN(X) & |l X FIREARII(E .

COLVAR(X) iz[Al X HIFEATT %

COLSTD(X) i&IAl X IR AR #EZE o

COLSUM(X) i&[al X Hfr A H7(f S A.

COLMAX(X) i [a] X F) i KAH -

COLMIN(X) 3% [a] X Fix/ME-

COLRANGE(X) iR [F] COLMAX (X) ~-COLMIN (X) [¥I{H.
COLCOUNT(X) iz [\l X 1 e M4

AT PR SRR IR 3C P i A 282 pR BR[O MR, AT DORE AR A s i 2 8. DRIk, B 151 R
BORPIHISEPME . HoZ, WA T AR5 B BOR PIHfE, M AHE TARR e OB A&, I 51 e %k
HMEIRFE LA
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<< H# * &3>

5B A E: N wEL

4.4.5 fEYIS
AT DA BEATLECRN SR 78 TAER AR5 . BRI EHR1EE B RANDNUM FJEE T
FiE
RANDNUM = #RAND
W5 304 F AF B RANDNUM 3 TG (0, 1) I SIBELE .
Yt b B = AN BE N LE0R B0 s«
#RAND 7EJGH (0,1) AA IS SIBEHIEL
#NORMRAND A5 1 1E 25 737 A BB L
#CHIRAND(X) A H H1EEN X (K77 7041 L BBEH LA .
AR, AT LM X = ANBEALECE s A A oy A AR LA i, 2

Y = 3+2*#NORMRAND

FoRUEARE Y RNFIME RN 3. FruEZEN 2 MIES A BN g FfE, %X
Z = #CHIRAND (5)

TR EHIEE N 5 8K J7 73041 A2 BRUEEALE

4.4.6 FFEHEH

DL HRERR B T TSR kA

#P1 & 7 HIfH.

#NA RGURERM. ErTH TN S AR IAE, B0 iR E SRR .

#SQNO 2 24 3 Hd 4L P 24 3 /7 51 5 (SQNO) FIfEL

#SQEND J& 4 AT 5 4 7 5115 (sQo) Bk AE .«
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