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F 9%g gezHYT,

I 94
AAAE FE wE 27

1.

2

()

@) %

AE AA

3 3 A 7 (Parallel Group Designs)

HaAAE A@qx7L 271 o)l o T g ol FAR] v o g 71| A
B9 = AAR 7 A EaS vlaskes 1F vl Al[group comparison
(parallel-group) designs]2} ¥ 218 2] of| $-127} H|S2gh v AA7| g A=
Ao} Bo= g H A (matched pairs parallel designs)®] + &#F=
Lt}

R

}“2 Al (Crossover Designs)
AAA = 2 AT A AR dx2d 9SS steE o A
AR AT F 7HA] ool ARE F-Ae wdd

AAS Fa WA He=], olw Aol Ael e Alole o] A e g
A Y (carryover effect)E A A3H7] 913 7I3t= +&

> 2 K

2

£
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2 14 Al (Factorial Designs)
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th. 7HE @eet olE 22 QJAXAR, oE 59 AR A, BY 474 7t
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@21 Al (Group Sequential Designs)
FAHAAlE AR 2] AR Aozt Al ’lL(EsA H)E
Hojd w712 A|Fd-E& Al&Gshz €9 S Al(open sequential design)$}
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Spilker(1991)= ©d-w7td o A+ A7t 7 E A FOoRFE U
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ok ek whok wrbRle]l AR s Aol AN T4 Al 71E5H
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IIL 43AE AFR+ 23
1. I3z ¢+ AE=S Y3 uty AL
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% 7% (measurement) 2] T
o, gaA o) WA

datel ek A 8

2] &= (nominal scale)2} 3}il, =
A= A& A d A E(ordinal scale)
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Y [e)
}\]tﬂ- 2= o].t_ 7)4\E =

2
< Y& % % (ratio scale)z} trt.

72 7 A ¥ (Test of Hypothesis)
g5 dgE ol &M B did 5 L= oo BadAdS &
st XES v O R gt Hrlshes AS 7HA Aol sk, 22w

FH A2 AEE Tl MRl FHe
< AF7Hd(null hypothesis)
A1FE] 27 (Type
A2F2] 7 (Type
I error: g)2} &tk A1E @72 Hojs]&3HA &5 FoFF (level of
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1- p)=A HE 01 & 02 55 ol AHEgth p-gh(p-value)= <&
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(extreme values)= 27 2 F2 &5
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Hhxo] A B9 =055 AMEstd 7P HagAoln BE A

FHh7F #lk

N
rlr
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<3 Hmw >

94 71 SEA
GAEE A A (One-sample design)
A2 A7 H 1, =1, (z4,+ 2p)°0°
. n= ——*————, 0° known
(Test for Equality) H,:u #n, (0,- 1)
o] ¥ & %37 (Two-sample parallel design)
SERIE H ol - =0 ER oA
0 1 2 " o 1+ 1/ Kk
(Test for Equality) H,un,-un,#0 n,= (24, (iﬁ)_ . )(2 / ) 2 known
SEEEE R .=k
(Test for Non-Inferiority H o, — =5 | ( 2 + zp) 0 (1+ 1/ Kk
H - u,>6 n,= 2o Zp - , 0?% known
/Superiority) (u,- u,- 8
= = k 27
54 4% H o= w6 A vy
(Test for Equivalence) H i - 1, [<8 (Z2o* 7g,) "0 71+ /B
L 2 1 ,= 2
1 (- 1,|- 6)
o|F & WX} 7| (Two-sample crossover design)
n= (Zo,* 2p) zom , 0? known
2, - 1,)
A2 A7 H,n,-1u,=0 where G° = 73 P ,Zuzl(d - d )
(Test for Equality) H, n -u,#0 d,= x,
X, aX2m f’—'}g ] of| A k‘ﬂWH A2l(@1,2), A
ABcM1,.., a), A 71, m)oIA
wEE AL, p) B5A
Hds/ -84 HA
- p,<8 ’0?
(Test for Non-Inferiority Mo, = 1, n= 2o+ 2) 0, , 07 known
c . H]:Ll]—l.l2>6 Z(U]_Uz_ 6)2
/Superiority)
554 A3 H - n,=6 _ (z4*+ zg,) %0,
(Test for Equivalence) H ln - n,I[<8 = 20, - u,l- 8)°*

dAa x| el o]k 8] 2 (Multi-sample one-way ANOVA)

Al HF vl = %

Rz

O]OL ]JL HOIUWZUZZD:Uk

(Simultaneous H tu#u, 2 W ou= k Z J

Comparison) Aol 1=i=sj=k N AR k- 101 H]Z/“(non—central) 7]-01 ]*S‘%E
o BE X (X, V= BE WEATIE #

BAMRA Fo) n= max {n, ES¥AJ=n] Al thste]

- - H,u =1 2(z + zp)’0°

;Qla,zl_ _\l;]_‘H_H -7 0 i j - a/ (2T B
A Rl Rk H,n+u, 9l (; 2 where n, (i 1) ’

(Pairwise Comparison)

(r: % B3
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< H|& BlZ >
ek 7Hd A9A &
GAEE 4 A (One-sample design)
e (zo,* zp) 'p(1- p)
dAd A3 H,p-p,=0 (p= p,)°
(Test for Equality) H,p-p,#0 (zo N p,(1- p)+ Z;s\/p(l— D)’
» n= ;
LES (p- p,)
o|FE FHIPAHA (Two-sample parallel design)
244 717 H,p,-p.= 0 R
O | 2 + 2 _
(Test for Equality) H.p.-p.#0 . (2, ZB)2 [2.(1 P|)+p2(1_p2)]
(p,- p,) k
B]oﬂE/O OJ/\% 74%4 n. = kn.,
, 0D~ D=8 ' 2 :
(Test for Non-Inferiority . (z .+ zp) [p.(1- p))
.. Hl'pl_pz>6 n,= 5 +p2(1—pz)]
/Superiority) (p,- p,~ 6 k
- n,= kn,
54 AA H02|p1—p2|26 (7o 74 rp(l—p)
(Test for Equivalence) H ,:Ip,- p,|<6 n,= i v : —+ p,(1- pz)]
( |p T D, |_ 6) k
o] WX} 7(Two-sample crossover design)
(Z w:t ZB) zozd
n= ;
2p,-p),)
SRR Hop.-p.= 0 where %= ——loo s 5 - d,
(Test fOI' Equahty) H ]:D P O + O d/j: } e } ij2-
X0t ax2m AAPEACNM A AE(12), A AR
Ty a), A EZTIRMA,., m)oIM BwEE
WAL, n) B5A
]oﬂ ':/_,_ A AA
. _ < 2 <2
(Test for Non-Inferiority t °.p " p.= 8 a= (2% zp) 0,
.. 1‘p1_pz>6 a(pl_pz_ 6)2
/Superiority)
554 13 H,lp,-p,l=6 _ (z4+ zg,) %0}
(Test for Equivalence) H ilp,-p,I<6 n allp,- p,I=- 6)°
< duiAM O] FAFHHI L A W@ol AMEFEE X2 (X, , |1 M= BE WHee A >
-, A 2 3 4 5 6 7 8 9 10
080 0.01 11.68 13.89 15.46 16.75 17.87 18.88 19.79 20.64 21.43
. 0.05 7.85 9.64 10.91 11.94 12.83 13.63 14.36 15.03 15.65
0.01 14.88 17.43 19.25 20.74 22.03 23.19 2424 25.22 26.13
0.90
0.05 10.51 12.66 14.18 15.41 16.47 17.42 18.29 19.09 19.83
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oo
kS

X1 & (Adaptive design)®] & &

A

b | b

A& AAe B oy dAZ FAAET 2 dAllA I wj7bA] Rot
A ARES o) gd B4 FAHI, Halo AunE ko w A
9] 4% (adaptations)©] o] Fo|x =& &2 M7 (flexible design)etil:
ot 284 AAle YA MAS s 8eke @ Aol lal v §-4
SHolAl a8 2ol

AFAI A A-g4 A W (Adaptive design methods in clinical
trials) 9] 72

(1) 25 * 27 (Group sequential design)

b

©)

@

HAesA A= T3 4 (interim analysis)°ll +71sto] fraidolvt &
/\égi qlgﬂ %1)2}/\]64_% o] éﬁl 2= oh:% adg_g]ﬂ; x%%x% Hﬁ]i %

g AAIARL Aok sloll A %‘ A o5& FHhglksl] sl ANEE AT

[€)

s

71 A-F7 ‘2 Al (Sample-size re-estimation design)

7] A=A A= 27 B Ao AR 7 2] TR g7

e sl &ete 458 AAR Aday 2719 Wl
sl W st A 5 e W, A9 A

=

o, FII-E (e
Y

o
T
2

N
o
o
o

o
!
A

)

VT SRS -1

1>
o
2
O,>’
i,

i)
2 1

2

4 Al (Drop-loser design)
S3F 20l FaEHo A

| 255, HFEHoRE M 2 12
| W o R 2uA W (two-stage method)©] %U}(Bauerﬁ]r Kieser,

bt
2

o 2 N ol
Flo f
St
=
LY
X
i)
rlr
f
.
o
_u
o

—_
Ne)
8
w lo
N o

)

o B
o
2

it o o

X
o
N PH

&3} A A (Adaptive randomization design)

oM &= BE AR I5= Akolel IRt 54 =0l #F
=2 37198 AFeET ez 853 A= AdAAE £33 Eol

]@194 WA e &8ch= AAlolty. A8-4 &3 Al whe-4%

¢} 3} (response-adaptive randomization)”} Sl ©l= Ty I E AR

g SHE2 ol vRke] nkgel weh A

>,
ko oot

s

olo _1X§Ll m[o

0

It

() 33 E&%-H473 A7 (Adaptive dose-finding design)
b S

[}
488 BgRAA AA ABA WA FF el slzstel o v
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(6)

)

®)

Uil Fold B ol AL Sl Aokl Aok oz
Ho 88 & (maximum tolerated dose;MID)S 37| 213 A4 A8 9]
Z7)A el 1 A= L E o] Xt

vlo] @ v}#A -2 32 A 7 (Biomarker-adaptive design)

Hpo] @upA-A G4 AAle Al eupAREE <oA= FRE o] &sto]
AN 4 (adaptations) S FEH=  AAR  dHlo|enprE BFH
(classifier), *l%%](prognostic), 15 %] (predictive) A X% 742 T Utk

olo
_l?i X

A 2]-Ad % A Al (Adaptive treatment-switching design)

Ae-dg Al fFadol FSsAd kel 1ol e A
d@ar 27] AE ASS 5 EE = Aotk AR, we o
Aol A2l dgko] QI AAH wlwdo A Rhgof wE A2 A
$H(response-informative switching)©] 2] & ol wetE= FA5 o] Sl

R

oo

o)
<
Ak

o

A4 Al B2 ¥ (Clinical trial simulation)

94%]64% AIFE TR o]&st] A 4 dAE &
o= AP AA WH(trial design mode), W5 5.3 (response
13 & 3 (execution model), 7} E¥(evaluation model)2] 47}4]

OA.; l_‘n
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