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As the life span increases the incidence of chronic degenerative diseases becomes more
frequent resulting in a growing health care expenditure. In terms of disease prevention the
role of functional food becomes more important. Foods that may have health benefits
beyond the traditional nutrients that they contain are often called functional foods. Since
there has not been pre-approval for function claims, the needs for the regulation on
labeling has been emphasized to protect the public health. Korea Food and Drug
Administration has recently released the draft of regulation for the functional food. The
draft does not include the detail information about the clinical trials. However, it mentions
about the requirements. To submit for approval of functional food they have to plan the
clinical trial to meet the requirements. Designing study, and determining the number of
study subjects and monitoring parameters are crucial in clinical trials. The health benefit
of functional food requires scientific evidence, which can be provided by clinical trial. The
expense and effects of clinical trial expected to be rather large. Therefore, cautious

designing and performing clinical trial is necessary.

A Fol FRdle A HAE A9 AAYY Fddel Ae BF °E VA AF
(functional food) )&kl 3o}k, 7154 AFL dEAA HA QA7 27 AAAR, e
A 2 AEeFYe] A8 g U2 gdiga gk )R A7 =H 3o gE wyAs
o] 79} 2 & 1 kX9 FaAe] ¥AHL e AEtn AT

NG 3o F4T 7134 F) BHFos a3lE, 54 dud, Ao H3e 52 4
B, ndZ 5 v F FYire HF FF02 A3t AW o 59 LAo] FAstTh
=l AF 109 B AN ES ANEY H¥FAG] I AKNE AAH AFAY, 9F
Aba, o, ZHA%e] 2 HE 9lm ok 1981d0E U9 HF S ol 6640l AEH 2000
ol 75942 AZEAL, 2010d0E 78847t B ReE dEHmYch A AF F 654
o] =117 Hl&o] 201089 10.7% 3 F3A He Rolth $19 FrhA 8.4 &, 4
Aol 3 HAE FUteh 7Y 3t FURY] St AAHAAY, A ¢
vete] FRlgnle 1729202 % GDPY 4%E AAE 3 St w3} &9 GDP o
Hl S8 7} 42 14%9 7% dos & 9 @52 dog g 7 Ue Aoz
ogdtch Mt HAHPAY S U F Uv FYNSH FE ABRZNF] gL
A7 S 984 AZAAAA & 98 g NYEn o B FaMe 2 ¢
¢t dud ARV FAEYE olalet, QFAE Al B Ak e ALFE) sl AR
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AR AEHY A BHe (D) INAZFAFH F7 =4 2z 2) A2ATY 58
A s AR - AR S TE LHA BRI, Q) AF HHY 2 A
g #5ta griA2de] AxF s o, @) ZRI7MA AEAGeE SATH 2 2R
ZAAY T4 AT ALAA T35 Ut o] Pol| AL Fo=2N ‘AR AF"Y A
o) A FE&3 7158E 71 5t &S AHEEte A - - BT - By - 44 -
g 79 FHZ Az 7hES AFolth B3 ZIsAolat 2 AdAY T2 ¢ 715 tdty
FIFEE 2HIAY HETH L5 22 HALEH F43F% A9E d= AL ¢@¢4.
HECl WY Aole 4F9 7ISAHEA  Fas JAHY, o] = YFAFAA 37}
stojol & FEES AASA Bk AAVEAFY Al 1625 BEY 7|54 A € 319
W3t #A3 L e (1) %4 715 EA, @) 71875 EARAY 72 2 7154 9
& g EAD, 3) AWLTANE A BAE F ¢ JEE da Yot S &
A 71548 HEY B FIHELE ‘o] HEFL e S EFsT gtk
FEE7S BAZA ‘g oy ME EE ddEe BELE AT
ZES T Ao THFFTS A% 2 A8 F AFUH e AL B2
AHEE = itk A AN S dAske AN A FUEF § AWl e
2HE 7 U=F FHoqo

AFAEF] AL A g olsidA, otolvo] =& A, AFMNLDA, FFSDA,
ZAEA, 283 A F #YGARE FEHAIG 2 F AFAL SAE A ALddE
A, AAAT, I, 715HUF, 283z Yoz AR & 4 Qo

YA R B3 PEZFE ABRY HFY0A ARV HEFLE B EAA BT
AAR(H AezRe AEAR HYE ATRe A2Age] s ¢ 238 FAHG ATz
78 714N E € 20 B A8 dEy 7SS 4F53te AEE AAANEEH, F
EARAH, in vitro ANBAH, dFERAEY B BHEEIoZA F3] 989 AAAA 9
715780 Ao AR F U= Aolook 3t V|TAHL A APARE T3S H
7ste Rolrg 7153 B ABE AEIEE 3 Yut 71sARANEE “ARVSAE ¢
8 EE AEY 7I54A Ity Fatoq AAIS Ao Vs #% BAY FYA
ol &7HI, 1 9 71T EARY Aol BRI 750l Uehd § e dY
Ha 2 HNHAFES HA3EF st otk 715N EFY A Fol g F] F 9 Hin
gt & HE 2 WA AFAelgte Holtt ol AL HAFA dFEA ] §oldtt
© 3oz A&3te WY, 7154E dFsed dojMe Aol de A5 Hdte AAL
8tA & parametere] W37t @A &7 QR FHo2 ALY 5 Yot

YFANE L JAE HFLE dte APolBE Ut i LAY SHAA B opz} 7
A SHAME i v)go] 28HEF AU AYHY FHo| &7AY AFAE A
SA AFAYE e ol 94 EE A F MR F4% Dotk AEE 2 Iy
2t A, study design, && & parameter ZA, data 53 W T ZE @A ZdH AL
HRs Agstdol 71 de A2HAE =2 + At AF7EL BE ¥y, 974 EE
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tisto] "o}t HPFAE A7tz st BAEY 71%d 2HE 3L /HAE AEE A3
= Aol 3l dE S0 AFTRIEAI} JE AT S A nA dEE 0UATGE
5007 2 AE 4Fs1d o fEsidn & 4 Qloh Study designe Al &% FA 3
o]z AFEHQ AFL 27 HPA FE U SATH W g8 FAAH BAo
7Ved & Froh BAI}nA e JiFed g thh Aol UAT HPAY aF o] sh
A AY, F 2L AAN ANE Fo REE vwslua ¥ de HL 25-30% A= e
2 g AP Fele F 28U B$E $4 randomized] AFEE AR dAY F$-
g 1§ controle] HI tE dhube FHF0] Hel, randomize ¥ AIFAA H PR Al
A BE ojx 89| controld Fo {E 74¢ ©]& randomized double-blind
trial ©12} sh=dl, oJZH oA datas 71 ABHA AoZ AR Y H & AA¢E 45
=]
=]
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Hol & data® TEILA 3t A¢ Bol 2ole WHOZ controld FHTE AAAA,
controle] o Fo] Hi FHFL controld F ¥+ cross-over triale] Aok thgo 2 E
Aol 3t AMES YA A F BF 8o} 3t parameterst 1 SAWHE AA3e A
olt}. A EXA sHAL ELo] He AFY 8F ¢IASFEE 74 Bt V€2 A4S
735 BESAAIVIE o] 83 BEY FARNE T & AL A¥E A Fotx G
€ FAol Utk 2 Yollx FHFo| o] ditgS HY A5 ol #AVIEH dFd uig A
o] Fas3jr}.

olde] WHoz M AP Bad BE MEASS HA AFAGM S FAY AME
% 9] (informed consent)®} 7 QA A FAA] Y3 (IRB: Investigational Review Board)ell
A3t ALHAAALS & wolol Gt} o2 YA EE HAAE BE FH|J} 23] A
A AZA ) F3td ABZAFES AASL AHRIAE FAeA AZA, AAAIHAIH L
3o AgAA 3 AEAAMSL FA HfH A AEd 158 HAFY B B
R dx 13 ARG 7]Ee] V] W AFFG D V5HAE HriddN HAS)
T #ddte A4 7leAol IARHA Evh

A7 2 F9 Mdo] @EfAAA 7)Ao e B#8H FAAAEZMN in vitro A, F
ERAZAE, @3 ol .78 AAANELS 7154 BAY 2458 1Y dAAR
2 75 BF8A AR T AFAYES NLIA MY AAstAof o) FFE JAA Pl &
A3 @ Agolmg Al g ola FHrt ¥ Rojth
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