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Ggdgel dGe g4qge] osh HgPobt FAUAN we AW F AL 2
ojty. YAHstel AHolE Sackett 52 “basic science for clinical medicine” .2, Feinstein
< “clinical epidemiology is concerned with studying groups of people to achieve the
background evidence needed for clinical decisions in patient care.”®, Weiss= “study of
the natural history of disease”®, Spitzer< “the study of determinants and effects of
clinical decisions."2 Z8l3 Fletcher 52 "the application of epidemiological principles
and methods to problems encountered in clinical medicine. It is a science concerned with
counting clinical events occurring in intact human beings, and it uses epidemiologic
methods to carry out and analyze the count.”2 Wlglx ¢t wetr YAHES “the
application of epidemiological principles and methods to the practice of clinical medicine.”
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1. Definition of normality and abnormality
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4. Effectiveness of treatment



(RCT; Randomised Controlled Clinical Trial)o}t}.

5. Prevention in clinical practice

6. Evaluation of health promotion program

af

AGA2e fgos AASRT gt ABFAANLY 1e4E B RS ¢ F 1
Aol deRAe AAGE U Fo@ ARE ABVY ol Avd JrAdd ELA
QgL sl weA Dk T Aol

1) Cost effectiveness analysis
2) Cost benefit analysis

3) Cost utility analysis

QAo @ qate] Agelstols] A gl wad AFHEH RAYR HgD
2 JguisA) gent Z 9Ygsel 484 FITYNIAE AFHA SRS P
AEwAel dee ARRTY AW Ans 4L A ol HEFGRe] FHEE

1. Research methodology

157
CEETELE]



© ® N e O A W

Biostatistics

Clinical economics

Health social science
Health promotion
Occupational epidemiology
Pharmacoepidemiology
Psychiatric epidemiology

Health psychology
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II. ¢4 A9 (Clinical Trial)

L. 932389 9aA

Mze Azwe A} QY FRHQ BY, FEAY, BAFAH AF) 93 W7
¥ FUF WAL N7 ol A2 B0 FEAYL B 4 AP 54
34 AN8e BT FRANAUAE FER AHY AT QDA AR FEAT

WS Fdshe BAFS T=A AAC do.
A FERHY H8AHCI2AT A1)

L 84 SEHo|t

) 7uig Aol HA 53

2) AAHRA Ahol 7hsdith: dh=UE AdPxde dAstn oW A7 WHE TAE
+ Aok meEkq FUstn AEgel wo

2. Qzrelste) Wo] BAAY Surolct
3. 9849 BAZ 19 Bast oo

L 749 Ao a3
2. Azt AP AF RGN E)E HEA AR B

Moy FEAYE AAAPY FulTA0ln ATe teEo ¥ 4 Aok BBAYY §
42 AUT 1§53 4714 Aol AVF YRE FEI £F5 =

Aolol e FEATE ¥ Rolotud 288 A1t Aol @Eel 4 Ae FAF slo}
o,
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2. 43AE 39

A clinical trial is an experiment designed to determine the effectiveness of a treatment or
the relative effectiveness of two treatments in a specified group of patients.
A research activity that involves the administration of a test regimen to human to evaluate

its efficacy and safety.
YA PoF YAATHTE o F& oujz zoled UM ALHE o, I, X
B2 98 B2, 77, B 3y 3 ane 7tXE Hriey] 943 AHA A7 Fol

1. 2} = AA+A)E(clinical trial without control)

2. 8] 229 9 AFA] E(non-randomized clinical trial)

) A3 g 2FS 7FA Y44 A1 8 (clinical trial with historic control)

2) BA1F vl FZ9 AAFA] ¥ (concurrent non-randomized clinical trial)

3. 73x9] YAFA] E(randomized clinical trial; RCT)

1) /Me8 YA F(RCT without blinding=open RCT)
2) o}=9 A (double blind RCT)

3. AeES A% 43R I

1. Al 14 92FA] P (Phase I clinical trial): 7J¢E Alefo] FAIAANF(TELAH)E AX 1 &

47 AN BRE F, 259 APF AU BE BHEL RO FAAS,

o

2. A 24 AAAH(Phase 11 clinical trial): ERZA% NS oz A 144 o3 QA
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i

Ao HHAE AE]] A FAYHY BAEF 22T N8 AFS Hrliste
AFolr}. th ZF(historical control)o] TRE wix YtHATF dAA &= ¢k 20-80% A
4

). 71 3U|12 FRE £ don FIAFA e &5 oo dis] 229 dAAEE
Bt
3. A 34 J/FA)d(Phase III clinical trial): A 37}E A7) 93 oA A3 FH o2 o

Z(concurrent control)?] AAo] WR3sln §8 GELY AE8%, a1 tdAd #

3 Ul WHE FAYPHAT AR S 1002008 AE). T AGADES shobst

£

4. 7 44 Y4 PPhase IV clinical wial): A} Algo] H7HE F 3719} 2§ Fof
B 4 dE PA8 B AAT 2, FAFGIA BADJD xdolu sof
£ QaRdNe 2ag, Jeln e HEne 43 5o BE A7E FAse
©% postmarketing YA BoITHATHAR F& £289 A7/ $4).

i

K

Y

* B2 2o #3 monitoringe PYAFA]H o] ot}

* RCTE Al 24 F71, Al 34, A 443 ol g&dh

4. Y29 AAHA] 9 (Randomized Clinical Trial)o] &?

F29 AFAF(RCT)E Fisher?] 413 A & (Design of experiment, 1935)0f] 23] 71%x7} ¥
Ao 19473 =2 ojstd S 99 3] (British Medical Research Council; BMRC)o| A & &%
2 AE3 Ao 2(H 1.1), 2719+ controlled clinical trial(CCT)Z 2 o]th7} 3o RCT
2 wAel Wstgank 1938d AA"E elx Aol  thalidomidertzd  FF 19629
Kehauver-Harris5= g 1ol oJs) WA= o] 4leke] Q17bE #7] sixe A%t FAEAF A
dol g 42 FAHE AEFsob It AAEOZ(1962d ol XMl Algd A
NNEoZ ARrtEolor givh 2 FHH HAXE H Aol RCTY A xojr

Z2ey RCTE QAo 7250l Adr|gdezny ozd doksdle 93
AR} ohich  9%e) gelu AT FEFF BAYE AFF Aotk
Qarelstel HeRe FASE 7HE 4% Yol

_L

IL.
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A. 779 F4BAERCDE B84

1L AR T o3 AFAJNA A5aRAAE FEE7] A= dHETol Aok A%

(Concurrent control).
2. 5 279 Aolg AZe7) daNE ATWFARY W] G2 GE WsrE

of FTAsfol gk (Homogeneity).

* 2291 gted(Random allocation)e] ol
) 5 #3739 xgd ¥&3t= o]t glolA AsaTe] Bl W] siAld
2) A8 AR EAo] vlxdtA 2dErh

Improvement in someone given treatment may arise from a combination of:

1. changes in measurement(including regression to the mean)
as part of the natural history of the disease
. as a result of the "Hawthorn effect”(observation itself producing change)

. a placebo effect

. the result of treatment itself

¥ 1.1 Streptomycin X8 6709 Fo] X-A4 W3}

Az 1Y ¥ X-4 BE A

4 29 48 A
No. (%) No. (%) No. (%) No. (%)

Streptomycin 38 (69) 2(4 11 (20) 4 (7
FoJT(55%)
ZE(52%) 17 (33) 3(6) 18 (34) 14 (27)
<ebg 2>

* 259 British Medical Research Council. Streptomycin treatment of pulmonary

tuberculosis. Br Med 7T ii: 774, 1948
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AHFUF AQo] D= £A

< T T T T T >
| | | | I
22 AE 2o ARY =H3 9AH RCT g4
Z2 3} + B A v @
28] QA EH v R dAARY vl
F29 dEAE B 5§29 A3 E
(RCT) (NRCT)
°] ¢4 error) %o ¥ o
Eold ok ol ot
2}-2 4@ error) o )
D7 Hok 934 =o

* RCT] 93] fol8 jols} Qo ojFao] ol ista NBUS 83

Ak foj g zelrt glod 5ol wokr A nHAEH.
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L 932 38E A o nHsfior & oA

ARALE AARY] AN E e AX 2A5e mAsor doh B o X
2215E Table 13 2t} a8 o] 89150 25 WeEA mesHck ¥ A ok, o

27t FRstHAE dPAGAA T2 8AE W

ANEE 27l AY o of$ F&stch wF AFAHo] 73

S % (flow chart)4} algorithmsS A& T8 AFa B2 88 tE AgEo dF49

& olglgteH Y FEFolE BEFsn AFAE o5 oldsA Retd 1 AAHS FA

s AS7t g3ttt dFate dAAEd B AFAGAHE AAE o oju] o]d Fod

add g 2FAR BEsA MEdol gt ATE AZT Fo oA A5 Wiy
=

AF FRse AL vFAEA g A7 FE SHo o) %?1}7} A A7EH
E B AGE ed. P98 29 A 1Y 93AF, A 28 443, A 38 d2NEe
g oo HeA] AFFYPd 27HE A AL AA ¥ I frld dBA
& 53l &4 zZre dAAgAA Ldojz AgE FHIY EAT de 9H=A EFESE o

Tl & A8 E s . AR ARE Roe FANAE A& Y. 5

3 Awrlzoly AWEFe 7)E Sol wEA ¥ YASGAE RATPE HEHA

(compatible) A}-&& 4 lojoF o}

Table 1. Factors considered in constructing a clinical trial

1. Preliminary considerations

Establishing the overall approach to a clinical trial
Establishing clinical trial objectives

Choosing the clinical trial’s blind

Bias and confounding factors

Choice of an overall clinical trial design

Controls used in clinical trials

® N> A W

Sample size and number of parts of a - linical trial
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9. Randomization procedures

10. Screening, baseline, treatment and posttreatment periods
11. Patient populations, methodologies, and measurements
12. Patient recruitment

13. Dosing schedule

14. Compliance

15. Pharmacokinetics and medicine interactions

16. Data Review Committees

17. Dosage forms and formulations

18. Routes of administration

2. ASAEY S

AR JAGe] 2450 tal E987] Aol WA b Fol Ak FAFAZSY o
g2 9A dopruh

O

[—

) RN B3 BARAS]) JAAFY FA S HESA B
) 44X FHE:

A
3 FX

N

(o]
GEA (Interim analysis): THeF FHEA 0] A3d AFolgtd o] FHEH ZAAI A

THEel A FFE nsiof I

ug] A Folof v} Fixed-sample-size designl e F7¢
g F9¢ 71EL g A Folof gk 5) g9 BH: BANANEL vy A8 B
Mol dia] Azs Folok @t = T 1¥€EL Azts £

e
>
tio
nt
2
et
2
¥°
tlo
JEsh
ra

3. Al 1FY 2F(Type I error)st A 229 2 F(Type I error)

AFAE o] F AN 279 2718 AAAY A% Aol BAA} @k gusd A7
B 59 2718 A7) G B Frols] Mok A 159 L7 eroN@ WAZ
= f9% Aol YIE BFHD F9% Aol Yow BT VUY FBolh A 2

Z9 9F(B eron@ AAZE FF Aot ASAE BFHT FoIF Aol7} Ykm B
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EE !
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9

F 2

L
-

& ¥ AIDS #AE0] A

lt}.
o] compassionate plea protocol, open label design, treatment IND,

[o]

T2

ok 3] Aol

Joll o &

Z]

2 ¢38E interim analysis®} Z7)1F 94

parrallel-track 5& &7
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AHRE AT TENY AS A4l @k oW RPN AWsHT 12 Yol A
$u A 448 5 JEAE FA) AHN JNATE FAHE Qo) o ge &
o AFPGe] HEar] old) AER ovjofq FAPE Aojgd Adstch A 14
GFAGA o] A9t AEE AU Aze Ak £ A2WYY B} Fagol
Y A 94 271 MRl

dul el de(Types of Pilot Trials)

#27F AgE weA < weAd gt et e F A5E ¥A & @49 A
% baseline A5 e A+E Fd

Algoll Eo]Zx] ofdAE on
BAAET vtANARZ AATE FAE V29 AFE V¥stn FPeor doh. HuEE o
Ul ATl A ST PRE dojopety] wiEeltt. “quick and dirty” H7bE 23 & A
7t FAEE T

re
-
Y
=l
i
19
1!
e
ol
S,
rir
v
_Q t
i
£
e
2 o
-4
rir
rh
N 4
a
rO
iS4

duldTE AA FHs=71?

HEAHY AR B Fo) kES SARAY, A 34 £ A 44 54 Q7D
o] fulATZE oj® gyl =FFE= F

olgto) A AdAAlFH el e (Types of Clinical Trials of Medicine)

1. ¢tA & Hr}(Safety Evaluation): A 1 A9 AF7F o] EHo|r},

2. Pharmacokinetic Evaluation: absorption, distribution, metabolism and excretion

3. 25 % 7HEfficacy Evaluation): 2 A 24

4, 287" 7HMechanism of Action Evaluation)
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5. General Population Evaluation: #| 3, 44 A&

6. Evaluation of Clinical Methodology

7. Evaluation of Clinical Pharmacology

8. Postmarketing Surveillance

o8 3 H (Blind)

YHNY EF BAY & & VAL FALAIID open label triald] F Tl BT F AE
placebo £ FE gloh7] Al FFA oH X587 ALHEAE Ay B2 e AE 9
m g,

1. Open label

No blind. @F& ¢ 73 2571 571 oJd X5 & B=AE gk

2. Single blind

AR A= F7F oE X528 weX REXAG Ad3xs 43 e A% £ 2
gt g3t

3. Double blind

g A7 EF 5 ol ARE ¥I eA REG M A e d7ERE
dg + AT AFFPo] BHHAA oYk,

4. Combination of blind

AAAF-E 7158 prospective design E2jo] =t}
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1. Single group of patient

Open label ¥+ single blind 44X ¥ ALE RE 2= 2L g8 wrh dF
717 EF U2 ARZ uEAY o GEe 838 FEANED FE e ol A A
gk 71E w2t

2. Two group of patients:

1) Cross-sectional trials: @-7713te] 105l &2 7Ite g S HAT 270 o139
o2 yyoxi o AN8E =3

2) Longitudinal trials: 7} 4 78 EE 2 o9 I AF7|E ek HZE T (control

group)e] itk #zte] A EE Wi7f7} baselined &3 vl F AP E HFrHd 2

Y & e vjmzt Fesi},

4:2
fr

Parallel Design 3} Cross-over Design

1. Parallel designs

A g F 7HA AERYH Fo d7HXd FRAHE I o w F A9 F2 trial
medicine %+ placebo, one of two different trial medicines, one of two doses of the

same trial medicine & 93ttt AT o] 2ol E Hdir)
2. Cross—-over Design

}AFWe ztolE HIbsH Sensitivity I variability= ZfolA ol E 7&2]?;5}%:—73]
Hag #ze = Folr do. AN FATL A FES placebos: EF o wEr o
ATEAE &3] A8 ed 2AL 1) HAHEY A, 2) AFAFAHY =

, 3) carryover effect’7} §1& A Folt}.

rlr
H

Carryover effectoll &= AAAQN A HelFHQA Hol Qe ol 49 FHE Fdd T
Bl ko] adtelr.  wEly F oA JAAE VI T dod £ deEmz
cross-over designe % 222 &+ olf F9 shupolth. ke o] carryover effect7t §1
=& &Aoo
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Period effect:

Matched~pair Design

Parallel design®l & ez, o|n] ¢z 2QEo] FUsA AP AL o=z

& SRl N2y AS AN ge FRAIAL A2y BE A 1 AWE wm
A7ePoz F4ARY A7o Ags,

o

ol
-
rir

Historical Control

EE e 548 A

kﬂl

g et ZFTOR
$d d7A7F g F Y. o] AF
o] E7lssttte Heold a1 FRYEFo] o]FoxA] &7 Wi HZ FLI §
ZAH2E Ao E AFE FYsideets Aol MAHAE 7Hsidel o

2

FAE BRER oM A5 ¥Yd 4
dPoze Ao BEE 2UE Y =4

rir

]
o
v

Sequential Design

Parallel design® ¥ € FH=Z 059 o] zZFod o 434 4 Aok F, 1) rapid
evaluability of patients, 2) simple trial design, 3) clear endpoint, 4) limited hypothesis to
be tested 59 Fzlo] wEsojop At of ATAHAY FHLZE fixed sample design®
oy e 5o FRAVIZ A7l 7t ¥ AFE Fds77F 499, 9&
-gfAelt. a2y gHoZE oA A AYRAJAES UEIIIE o€ Ao
o},

Controls used in Clinical Trials
Control®] 7 9]

TFAAQA 9r]E & trial medicinez}t Bl 37] 3 ©E XNEE ¥wEe FE& usd. F
placebo control, active medicine control, historiccal control 5°] th. 28y FH s

oule]l Fojze FAANFel A3 FAHEE F AFH protocolol wet HFHA =¥

__1mo
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she dud AT ol olel X 8ag 2RdTE ozt Yk

Placebo control & Al&3l= o]

Placebo group 4AAI A AAA FHE =437 A8

. Medicine #tAe]l 71A H2AEE 2Hsle d 28 F7] 98

FAAEZolY BHHS AT + URE 7] A9

2o Al A HME F7I8, Auketd placebod AMREA] oW dojd W3
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1. Simple randomization (¢t F2933)
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2. Block randomization (22 3zt¢|sd)
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block randomization®] © £ t}. balanced block, proportional block
3. Systematic randomization (A% F2¢e3)
4. Stratification (3 29 &9)
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A Y] A A9 A 3] (IRB; Institutional Review Board)
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Some points to consider in Clinical Trials

1. Selection of a study population

N

Efficacy or Effectiveness trial?

Allocation to study groups?

Maintenance and assessment of compliance
Ascertainment of outcome

Ethical considerations and rules for trial termination

e

. Sample size
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