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O LEAAEHA-L] 7H4:
Hyw,=w, vs Hpu,#n,

U AAe WEA F 4% A, 7Pl FSARIL, AHYo

(1- B)100% Bt} Aokstz 2 9 7,5 AHERICH
@ LS/ $94 AR T
Hye=py,—u <6 vs Hyie=p,—nu,;>6

s<0ol® WIS A%, sr001d 24 AA 7Mdoltt. wldsA &

AE 5=00% T W AR H7b 71459 Adere] 7} 7]
FORAE HLF HEAL e AYE UL sl 95/
DA WAGE s Al BR ANH 0T NAA 58 A&l Qo] A
4 AR w244 Fust 1o 2,9 2,7} A

24 e 2y, 7] < JEEER
SHE AR WA Aok S5 BYE UAY A% e AT
oF !
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JF-8-HH <(outcome variable)
2 DAY, @5, @5YYelw
(Independent random sample)e] Al 7} 7}8-& 3 of /\}JQ“’Q T O]E}

HALA 7]_/\-10] /HQQX] SANeE 751-10— HPHE O F 5
|
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41
R=d
El
2
X
e
o
=
)
ok
2
=
o
o br
=
o
v
=2
X
19
T
1 oo
r&:

O::
o

= =
71| 7% JJr,—E_— »}E}Lﬂ Zo g Fudos X9 AR 17%»} T
.{[:

AR ES A= BAHEA W -85+ H|E P9l Kruskal-Wallis AAS
Fa =l

H SR oA G TR HAFE pE YA EIEE u|dFy HaFH S 9
g3at] AstA Btk o(1-p7t o|ZEr FEolBE, (0, 1)9 HeHGA 05

£ 7120 ® &9 diAolth wA pe gk (upper bound)d 29 shehgk
(lower bound)o® 3z F& A= 4 Jth dF S p<p) D
(0=2=0.5)7} €A Aol pE WAl HW ol -p<D(1-DOIBE BT
L8 FF Ale A Aedn. g Aitzdde] 4 49 =055 AH8st

H M BeAolnu B AV]= Huivh Ek
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< P v >

A 7+ @A
DU EE HA (One-sample design)
OE]_j]/H 7‘51%4 H : — + 92 9
y o . 9111 Ho HZ—(ZQ/Z Zﬁ)zo , 02 known
(Test for Equality) H i #u, (uy—uy)
o|F & WP A(Two-sample parallel design)
n 1:kH2, 6 : ‘i:‘l}ﬂ
?_:]_i‘lxg 71512(4) Ho:l.ll_llzzo 7]
(Test for Equality) Hppy—u,#0 n.,= (zyptzy) %o A+1/B 0 * known
2 (Lll_l-lg) 2 ’
HE5/494 AA H s n,=kn,,
(Test for Non-Inferiority 0:111 H2™= (Za—i'Z[s) 252(1+1/k 5
H  u,—uy26 n,= 5 , 0° known
/Superiority) (u,—uy—86)
=kn
54 AA H iy, —uyl=6 ! z
(z,+2z,, %%1+1/k
(Test for Equivalence) H 1y — nyl<8 n,= = B/2 /

(|111_1-12|_6)2

o] 2 w4 A|(Two-sample crossover design)

 (zpyt2zy) 252
2(111_112) 2

where

2
U4 AA Hyp,—u,=0 Oa:ﬁz /
(Test for Equality) H uy—u,#0 d.= x X

i il -

X g ax2m nAPEANA KRR A2(1,2), 1
A AREA(L.., a), HAA %7131, m)
A #EE AL, n) BSA

u]g / %/H 7424

H iy —1,<6 z,tz,) %2
(Test for Non-Inferiority 0_111 = n= (z, » 2, 0% known
.. Hl'ul_u2>6 Z(UI_UZ 6)
/Superiority)
%%/g 71';1];(6] H0:|U1_u2|26 n= (ZQ+ZB/2) ZOIZH

(Test for Equivalence) H il —n,l<8 2(lu, =yl —8) 2

A dujxyel 93t B w#H 3 (Multi-sample one-way ANOVA)

A
2=
ZA HAF v H01u1=u2=...=11k where A—sz - L1>2 E_*zk
(Simultaneous H :p#y, 2 = k 1=
]/

Comparison) Qele) 1=i<j<k A AT f 191 ¥4 (non-central) 7Fo] A 2
g_-/] E‘[‘ Xk—l(x a,k_1|}\,)_£3§ ?_].-'7‘1‘/\]7]1__
7L

n=max {n;, BEWA l=nl el v ato )

B4 Bt Howi=u,

= . 2(z + z,)%0*

T AT Hava H :u+#un,, where n,= o/(1) _p

(111'_111')2 ’

(1 : & vy

(Pairwise Comparison)

delef (4, )
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&

ZFol=2tel

< H|& H|@ >

AR

7He 3 5

dUdFE HA(One-sample design)

(2 3t 25 *X1—D)

a4 744 H, p—p,=0 (p—p)°
(Test for Equality) Hp :p—p,#0 e (z o\ D(1—py)+ 2V (1— D)) 2
e (P_Pg) 2
o] ¥ 3P (Two-sample parallel design)
n,=kn,,
oéj]}\é] 7E]rxé Hoipl—DgzO ! 2
. .  (zatzy)? [ p(1—py) ]
(Test for Equality) Hip,—p,#0 n,= CIETOE 7 +p,(1—p,)
HES /o294 7]51;<4
o/T'é ° © n 1—](172,
Hyp,—p,y<6
(Test for Non-Inferiority 47 )2 _
HIIDI D2>5 1, ((Zu Z_pzs)z pl(lkpl) +p2(1_p2)
/Superiority) P17 P,
Tz 1:](172,
0'6‘/‘6] @Xé H01|D1_D2|26
2
Test for Equivalence . — — (Zn+ZB/2) [ pl(l_pl) _
( q ) H:lp,—p,yl<s§ n, TIETPEDE = +p,(1 pz)_
o] E WA (Two-sample crossover design)
_ (zpt2zy) %%
2(p1_p2) 2
] ~a_ 1 a _n _
AXAH HA Hip,—p,=0 where 0% FICE) IZ1 led’j d,.
(Test for Equality) Hpip,—p,#0 d ;= X il - X -

X g ax2m IAAANA AR AE)(1,2), MR A

2241, a), MR S37131,..

JAAQ1,..., n) BZA

, m)el A BZH

MYS/ 594 A

Ho:pl_pzéﬁ (ZQ‘}'Zﬁ)ZOZd

(Test for Non-Inferiority n= 5
H13D1_D2>8 a(pl_p2_6)
/Superiority)
%‘%‘Aé] @Xé H03|D1_D2| =6 (Zu+ZB/2)202d
H =

(Test for Equivalence)

H :lp,—D,l <6 a(lp,—pyl—6)?

< gAY FAF R Al Bol AgHE xio (kP o | M =BF #F3E A >
-8 4 X 2 3 4 5 6 7 8 9 10
001 | 1168 1389 1546 1675 1787 1888 1979 2064  21.43
" 005 | 785 oet 1091 167 1283 1363 1436 1505 1565
001 | 1488 1743 1925 2074 2203 2319 2424 2522 2613
“U 005 | 1051 1266 1418 1541 1647 1742 1829 1909 1983




III. -2 AP (Adaptive design)d] F3F

ﬂJ

A2 AAe BE o2 AR A9 2 @AM T wj7kA] Bopxl AR
= 3 FE, HAel AHE ez AdAEY A
(adaptations)©] o|FAXEZ &HA A7 (flexible design)etil= gt} A-3-4
AAE QNP HAS sl8ste BEA0] AL HEH FSHAA a8Hol.

1. IZAEANA HEH HA WH(Adaptive design methods
clinical trials)®] /W&
(1) A==+ A A (Group sequential design)
A=A AAIE 3 E4(interim analysis)oll A3t FEA0I &
o2 Rl YFANFEE dH TAL T JEEF 8= 48 HA=E A

AFL A sl QAR o5 Hrisksy) Slal Ak

ox

ol

(2) £8-27] A-34 A (Sample-size re-estimation design)

R 7] A-FH AAE 7 BA AR HE 7xse EA
< §&3te A8 AR Agad A7) Wl vl
i FASHA A 5 e Wi, A A £4o

QAL

=22 A7 (Drop-loser design)

GANA T A 0] FaEo] X1 E5¢ AdTel viE dud 7=
o) geEo, HFAHOo R = 7P £ I EA H= AAlolt o3 A
o2 s 207 W (two-stage method)©] $1tH(Bauer$} Kieser, 1999)

4) A-&4d &3} HA (Adaptive randomization design)

PIAPAA HEFE BE AP IFE Aold] WP EFT0| 7Y
REZ H71913) Ak H3A BBF AL YPNF Y 5 8

.lX?l dot g
mofh fob o

=
=
3ol HAS 383 AAolt) ALA &3 A= Hvhe-A-82 FES

(response-adaptive randomization)”} I=H|, o< ta @Ak wiA &
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Jw27]7] ARAFAALA PS94 Thel =gl

a

(6) B-¢3 BE8F-4HA A (Adaptive dose-finding design)

474 A ATHL A S Aol 71zs v A3
< ol AdAe FAd 25t AHete wHoR, Ho

&8 E-&%(maximum tolerated dose;MTD)< 27| 9l3l U4 AFY =27]

A A AT aEEof Xk

(6) vlo] 2v}A-AHJA AA (Biomarker-adaptive design)
Hpol eutA-2 52 AA= HpolutAREEH dofA= HHE o] &5t
WINFY T (adaptations)= &3 AHAAR  Hlolmile ER{A

(classifier), oll¥2}(prognostic), “153(predictive) AEE 72 + UTh

(7) AH A-Ag AA (Adaptive treatment—switching desi
LA -8 AA= F

m‘
oX,
o
]I
Oll
L
X
O
=
)
o
2
do
o
o

nz
WH 271 ﬂfﬂe A8 = Y52 e ’%ﬂlolE}. s}xlug, o
] ]

(8) A& AP R4 H (Clinical trial simulation)

A AlF RO e AFE T2 L o] 835t AAA Y 7+

= =S| %ﬁ]% §]—1- ?_].6_]'
= JAHo 2 AF AA WH(trial design mode), ¥Hs- E3(response model),

A3 23 (execution model), 7} E 3 (evaluation model)] 47142 T},
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