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=

H
r

(ZQ+Z;3)2 p(:(l_p(:)
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HEE MES $ 2402 e goln ak il (ki V=58 0
LS e

A} 7} k-12] non-central chi-square distribution 2] 2 &-& 5 3

()
k7] o & o) e s T uf o] Fiot A | E IRt WA 4bE S A ot
Zet.
2(211/27'—'_ Zﬁ)?az
Ny =" 2
(eij)
4) At
A L F 27 BRAA - 453 ds
E9 A% A FREIIL 24| vl SUFS

71Z& 9] pilot study
Zohol o 7

B A7) GaT NAASE A 9l5te] The-2 THE R

D)7 3ke] YA

2) 8] 4= (level of significance), 5%, T<H 4

3) Al 2% 2 7(B)= 0.22 3k 7 Z(power of the test)> 80%5 4]
YA AL 2t Al o= vle2 1

5)AMAAE AF T AEE S 222 754 s E vaL

o15 ARat7] §IT AAAEAH ] AAL 1) Aol AA, 2 v AEAAS, J 7
A7 97} 7Hs ). Zhzke] 4 9o th gt W H A4 ke 3t 2

1) zolHA o A
9%41.24% + 9%10.96>
(2aja + 201+ 1/E) (1.96+0.84)° 5 (1+1) s
(b — )’ (64.0— 37.4)? '

2 W gAet 2 g 21yl wehg 2098 nelste] 2
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2) H|E9SA 239 A+ (MESAH FAE 022 Fe= F )

9%41.24% +9%10.96>
2
(Za + 213)202(1 +1/k) (1.645+0.84) 13 (1+1)

n, = = =15.89
t (1 = 1. = 8)° (64.0 — 37.4—0)?
2 s 2 9 1630l n Feg 2098 Lejstel £ F FET WP A4 o209 o]n,

% WY A4 ool .

3) 5548 2B Ay (5648 AL 022 FH= B

o[ 9%41.24% +9%10.96>

(20 + 25520 (1+1/k) (1.645+1.645) s (1+1)
= R 5 =27.86
(Iut— | =9) (164.0—37.4]—0)
2 oY Rppes 3 F 28| G 20% 5 Leste] o F 55T P A oF 351 o),

5 1B 00l

2 o] fa WA E AYal] Hakol oL 7

2) 2] = Z(level of significance), 5%, T3 4

3) A 25 LE(PB)= 0.22 3Fo] A A B (power of the test)S 80% S T4
4) 7 A a7E15% 2o 7F U (Jd A e =) ou] 7 Q&
5) Al it t 2ko] Al ofl =] vl &2 1

o2 AW 13 ANAGAB /S 1) Aol A A, 2 MIBFAUA, 3) B4 AH
RA7HA) 7397} 75 5hek. 2bzre] 7 9ol gt 3l A Thg 0t e,
1) ol A B

_ (1.96+0.84)° [ 0.7%0.3

n +0.85*%0.15|=117.6

' (0.15)? 1

E.man*h-ﬂrﬁlw%ﬂﬁ dehe 20%8 sl F ¥ 52 WPASE o
1487 0] o], % 5 ¥ 24 2967 o] o}
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2) Mg 239 4¢ (HEsA

2 ES
(1.645 +0.84)° [ 0.7%0.3 | oo 11— g9 63
(0. 15—0) 1

ny =

2 5 2 9 93golnl &
T OPAe= 234Eﬂ o|tt.

19 (554 BAF 002 FE 49

n, = +0.85%0.15 | = 162.36

! (|0.15|— ) 1

2 0L & 1630y g 20%E2 1gdle] & @ 52 g¥ass oF
20478 0|, & 7] @Z}Tt 40874 OlE}.

N E A% e} 7hAF I} g 24 & v|sle] &Y

d
o

=]. O
Ein=3

2) 9-9] 4= (level of significance), 5%, T4 A

3) Al 2 27 (B)= 0.22 310 7 Z(power of the test)= 80%F 14

R EEE EE BRI R EE
o2 AA7] T AAAEAR Y AL 1) Fol
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A7HA 97} g skt Zh2he] 7%
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4,2 HGEAAA, 3 F5H 449
oet W @A 4k ohe 2ot

==
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1) ZolHA 9 A

_ (1.96+0.84)%0.2°

=10.89
2(0.12)?
2 gReE Gy 28 20% 5 185t o F 55T I PA4E oF 147 o],
Z PG A= 28 001‘?}.
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2) H|ESA HAAY A (META TAE 022 F+= 3 9)
_ (1.645+0.84)%0.2°

2(0.12—0)?
2 PR} = F ool g 20%5 1L8ste] o F 5T g A 4= oF 127 o],
T @A 24 o]t
3) 548 AARY AS (5548 TAE 022 ¥+ H$)
_ (1.645+1.645)%0.2°

2(10.12|—0)*
2 9YA e o G 16 ol EE-E 20%E 1Lt F F 5 HP A} 2= oF 207 o] 1,

% QA4 ool T,

=8.58

=15.03

pARTR=R
o9

Chow SC 2]. Sample size calculations in clinical research(2nd), Chapman & Hall, 2008.
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Al

Raco]| A 715/ 12 AE 10, 50, 100mg/kgBW/day (TH¢] A Sk 12 A HFHmg)= A FT
23} 50mg/kgBW/day 2} 100mg/kgBW/day A F ol At z=<tol| W]l 24 ¢ 237} YR T
wHbAL, 50mg/kgBW/day & 1A ol 4 &] A FFF o 2 2HAFsal A} JHet Racofl Al Q1A =2 A 18 2 ol v
SHAFA 2= 0.162 AF8-510], S0me/kgBW/day = Sma/kgBW/day 2 SHAFE) . A12) A2 60kg 4% A
480mg/day 2 ZAHE T o|ef o] AtadE HFHFol AT E ALt HTHR Y
YR st AHTe AT

(#2153 Guidance for Industry - Estimating the Maximum Safe Starting Dose in Initial Clinical Trials

for Therapeutics in Adult Healthy Volunteers. U.S. FDA.)

AbuMweis SS 2]. Optimizing clinical trial design for assessing the efficacy of functional foods. Nutr Rev
68(8):485-499, 2010.

Guidance for Industry - Estimating the Maximum Safe Starting Dose in Initial Clinical Trials for Therapeutics in
Adult Healthy Volunteers. U.S. Department of Health and Human Services Food and Drug
Administration Center for Drug Evaluation and Research (CDER). July 2005. Pharmacology and

Toxicology.
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(® 1) Background diet@} AlAto] CHSH 22| 8

AeHA
A o
(A Aol v A= Fh
Background diet
- chore 84 A7} s e
* T A
AR e |+ Qe BRI SR Ao | T ;ﬁ;g’}ﬁﬁ“ﬁ;ﬂ =4
(Free living) ansE =4str| Agt !
. T &}o] Holxo] =& * 715 Hefficacy) S &3] S| of Stz
FEAAY | RAGLELAAIAS | o e
(Partially controlled) | * I Ao A k712 §E4 0] 71+
o A A& 2~ 0] O 2] s 0} o
o1 3] A5t N U HFE 5 e B2 0] thetshA] o
EE CX T EL S g
(Metabolically * 7)1 5-A(efficacy) S ZA8}7] A 53t . ol o] o] T a3}

controlled) - 93 x}0| i 2o| W QB

A A1of| T gt 2] o] 5 (Regimen of diet consumption)

o AEAo] HolR

Prajaia) ore o P VRIS FeSedieary compliance =
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