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KAIRB 40| A} B4 (2 4tolch M gotahyel)

0|= National Institutes of Health(NIH)= &4fAI~(clinical trial)& CHS2F Z2F0] HO|SIALE. (https://grants.nih.gov/policy/
clinical-trials/definition.htm).

A research study in which one or more human subjects are prospectively assigned to one or
more interventions (which may include placebo or other control) to evaluate the effects of those
interventions on health-related biomedical or behavioral outcomes.

2 HAORHS 2152 HOMIXIT, MRS HYHOR FAL0] ioto] JBH T WS Aol 0|XI HNES ot

HE2| FR0= 3T UELHOM AL 8012|522 BD| 07| e SAIT ?(2f 20| Flsh= FLS0| QUL obx|T, Lo
M ngohs YHM= 12t 20| ShgsiiM= Zestl, ZXt= KGCPHol| F2lE! 20| OfL|H 25 A%FAIHO| OfL|2t THetet
= A8z LI UM SEE & USH & O FHHU FEE H1 U= Chazt 22 HoE M2z 5= C.

EF oIZts [HYOZ oJatA WH(ZH KIE, ZIE, (Y, ALSZS It A=Y, S8, FJ1J1/717, S
S)Ql BA(AHY, Rad, A2letH E4 S)S B E= &S0t 0X 0I2| ol ZZES) M2t ~86t=s g0
ol=
=2o

ofxtol| M= A @7t (retrospective study)Lt QXG2S AF2te Ofohy 4~Thof| Cheh A2t YYAH2Z § 2

1

2o £ QZAOLE, NIHE| oot 2ot ShAtH 2|2 Helot & O MAs| = QICt NIHFL|ete| Xt0]= &AH(intervention)
2 o™ fEi(medical methods)2 +=™M3UCH= ZI0|Ct. O|= X|E2# OfL|2t, TIEH o), AYSEIZ FHO=Z St= +T(tool,
methods)E YHPHO 2 D= QIAMA|RIO| HE0|| ILEHA|F| 7] [Z0|C} EESH NIH ™ olofl= &1 effect on outcomes)E HIt6}
7| 23t Ao 2 31|, 0|8 'EEE BM s &E' 02 HESIYL X7| MAHO|M = RofL) JHME0| PetshX| b= FRE
SolH, Wotetn ofM CHER SHE 2SS M22)7] IR0, 2= O3 =Xt2= IS XHX|SHe BEEH 0| QUAAI™S Ht
Got| fIsiAOICt, ot J|=X QACE HEA| st T2 ES(CIAIZIe| 2to|El oFk/H|2l0(2k= QIO|2A HZMZ Pt #Hist
Jlofle BE&3 2QICH)S Holof EZEAZICE OMX|HC 2 NIHF/ols "Aeh= O 2 HF2 MOS0, (0|F &2 HAlS
$EQf FE =0 2ot Fol2tll Bict) O|HLH= 'Add'el= & 4 7f 2 80|12 *fROf 20| HHZAISICHL 8245t} H| REFXHH
hiel

23S 20| 3Rl =H 02 Holsh| Bri 20| 3

I:I_|OE =

2 Chfd'e = ootz 210| & O HiZE|Sh 241t 2o,

2 AyA2(clinical research)di| CiS Yol HRoHH|, 2o ULAIE Holof Zetz|X| b2
ZSO| XIIAL 9171, QR E/HIEE S0f Cieh 2I5toit oIX|o| HEfME| G171 E DT T 2SHOF & 20|04 CFS ot
S
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O|SHA BigH(QIZto| &Y, HZAEH)t 2HEGH0] 2E QIZIS (HYCE SHAHLE QIMZREC| S = 23 JIES 0I28t
O

O1710flM 2 (directly)h EXtef CHESIAHL 2SS MY, ZE/SEHE 7ot= 20| Zetel 2S ottt

Yoot FArH 802 Q12FAt(human research)Lt 2[sti-(medical research)?t ULt Q12F112H 11 CHAO|L} Q12H0|2t
= A0 2EES HE 80{0|1, oSARE OISHH JHHO|L WS iYL 2 Sh= PIEM 0|52 25 HRE(0) AT, I42 2
2Ol A2 E LIZSIAH Ch2at 2Tt
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Human research © medical research > clinical research > clinical trial
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217 (Research): (iE CHAOILE Z=HI0N CHEE OIXIC| AIES Si2|HQl £EtS AF26t0 21Xt St MIHIEL! 2
(systematic efforts to know unknown facts of certain object or subject by rational methods)

st2(Discipline, Study): 0{f 0Lt Z=HI CHSH0Y KIHIZC! K| 4]
(systematic knowledge on an area or subject)

9ls(Medicine, Medical Science): 23& XI=, ZIE, HESHAHLE 222 SZIAIFIT| st sh=
(study on disease treatment, diagnosis and prevention, or health promotion)

9l

JOI'

Ak
(=}

& si&(Medical Phenomena): 28 = 22t 2tEEl
(phenomena related with health or disease)

re

olstx 2E(Medical Methods): QIStHIAMC A=EQE, £, QIR IIJI/JIFAISE, HSQH S| 2= &

oo o

(phormoceu’rlcol, surgical, instrumental/device, and behavioral methods of medicine)

T2EZE(Protocol): CEARZIM &olst HIEl = O 2M
(a plan or its document agreed among involved persons)
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* MH/mst/x|Q| 7|F (Selection/Inclusion/Exclusion)

UAAHAZIA LHOl= selection criteria(ME2[F)0| 1, MHI|F Lol CHA| Z&D|Z(inclusion criteria)@t M 2|2|F
(exclusion criteria)?} QUCt. SHX|2t 3 J™M A 20{= selection2t inclusion 25 "AH' O F HASED QICH O{TH Atzhe
selection2 ‘M7'0| OfL|2} XHEW Q2 BHAQSIM EICtD SFUAQLE, ZO{ARHL| 2|0[&= He| SYSIT,. CHA|Z inclusion criterias

37| HOF Z3A|F|&= 2]#0| 1, exclusion criteria= 0|0] Z&HE ALZE S0i| MEHOZ HOt X|Q|A[ZH0F & 7|F0]C},
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JbEEsot ol mo| JhE 3 Kol UHER 27 JpsA of=o|rt
JbHEEE HEHE|RHERA} OfL)} 2P E OIHE R AAA| MAE HE2M EE2 BRs0{0} &, 0|2 S0f, matching
tableO|Lt 7 algorithm)2 0|83}0) AHEE Bet= 20| J|EHOR Hsoict. (HPAHs TOIs| Of2{sh 2Lt =zl b

218 sl OHECt)

gHeof AP HE = AYMI|A| M E FEE T
matching tableO|Lt £7 algorithmO]| =
Al ot A ottt

* Ot M(safety) vs. Q&M (stability)

* X|CjE BH(Efficacy) vs. 2114 (Effectiveness, &

Efficacy= YTh 20| H|Lio S0{2t A0 ¥ & U= £Of 2o (maximal achievable effect)E 2|0|otCt, HHH
effectivenesse= 2HAto| H|&Z(noncompliance), E2H(drop-out), EA4RF S AlX| ZIZSHA0| A LT 4 Ql= o2 ARE
HOHHME 2Pt UEX|(REE £ HIYSE)E E= AO|CL MEHM, 2o F2 UCHe} 'gICHe| 0|2 o= TEHEICE Ht
E'=‘01| efficacy= Z[CHED0[E2E HE5H M2 HYlkl= 271 BCE 0|2t & ZE|= 802 potency(@iX XA o= 0|

UCH?E A=, Ol= SLT BUE Y= B0 ASEH (L= =5)0| HOtLt M2IHE LIEtL = 2ot X|EY #0|Ct. 5HX|
'F_f e 20|2 AFBE[X| 42 M= potentdITHi StH, THX| ‘L= (strong) sttt 21 2|08 efficacy®t potency2| =gt
Ol o|0| & LIEHHCY,
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* L"d(Tolerance) vs. Li2}d(Tolerability)

20| I O 222t YlofX|= S LGOIt 3t1, QM| o 0f A= Y= S LHFF0|2t1 oitf. makM, H 14 YAl
ol M= tolerance(Li*d)?t OFLIEL tolerability(LH2f)E EH| £l= 20|CH B2 OFfo] ZR0f| 22 82 FUS W 42l 21t
XtE %01%7I 2o g O B2 8Y& F0{0F ot=0, 0= LHgo| TAHEIRV| WZO0|Ch R H ofd EX| 84 &= 8
fLl&Elo] o O]y 2Pt QlojX|= FR0= LYozt EHdt= FRE U=H, OI2Lh= M d(resistance)0|2t HE4S

= ;10| o ®stsic).

* 2|&(Risk) vs. 0]2}(Benefit, T2)

2|3 (risk)€ probability of harm(&si2| 7H544)Q! B0l benefitoll= 2HE2| JHHO| GiCt =2|X o2 US| LSIAtH [ o|
8= probability of benefitO] EICt SFA|TH (&t ME2E6H=s 0|2UR It o= WHX|X| 41, AX| (He| 2HAEHA = =2
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