I. 944493 (Clinical Epidemiology)

1. 9749sto] d¥4a WA

s
HhEl HAS oEkA gote §x9 AHrt EAEE A+E Qv F, g% FuH 54
Atolo] dZErMsAdol EAse Hopolth matA ot ddte HHE HHATFE Aol F
E7} obug date B A7) A4 H5E RE RS ddte Aot adAM 948
o]& “a stochastic art’&t1 % Ao st} =, AD 2417]¢] Alexanderv &< dFHAQ
wol old AGHAHA Wl o8 FE dxo] ojFold grin Yo WA "dEE

o] AgoE L EE "o}F ZE ASdE L o Edol Bol AMEHNLY o= Y
HQ FRTiE ANEHQ A} HE&F Aotk aFAT gt FEEH £ FAE
H (stochastic) B tisl IQ3E AT UAAATR &S AVlees A= €AY F,

L

Galene 9|Stol@ FATAW StEoz AA AFA B QLFI BASRE olFE &
A7MQe) Wold wWEolgtm FAHAT I Y BAA HET o BA}E LFE @

A e EojAA wWEolgle Ao g ol AMItE e W o HAH AHolge
Aotk 9 F ALEY A3 zole oA L sty FHoM =0l Hu Ut 1T
3 William Cullen©] 93td79 8-S =52 A(dogmatic) T3 A E A (empiric) ¥
oz ERAed 29 F3L oF7AR 5] o s o= FEHA R
E9A A B 2 AU ZE AL AHET F U AEE 2 A Ay E
FE837] wWEolth ol JdFAEY FdA HYE, FIEHA AYPes FAIE
Alexander= 1™ F/9 8ol B Hrle A & A LAY B o E8HA
I B APE Fd AFsE R o ARk don FFsn

59X BEe FAE Galend ojd A o JgH g #wd ZAE AW
717y md)e ey dystua @vh F Hydy, w9y, 433, agn
st AAe A& A, g, dFE AdHsiHn I g A oirE
Ao state e ste WA =HAIAS B WRAA dojue ARLAAV| A F
e of AWwAride Myste d ¥4 o 28 #NE Fu Uk ady @48
AEsAY A8 o 71&9 g4 Ay F T, 7, Y ez 43
s dwetr] FE ¥ AF FRAUYG. @27 34cE AT 9F £E R
ek At wEg Fsty] Y5 wWrk Bow oo #I MEAEY AR AXEA &
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AU Bt ASE Aok a2dd AFAGH ASHT e FEHAL AIVHE °|& 3

o) =753 AAL o wWid o3 dustdt =¥ dFYAEC] FA
o] AEH7] AFstgn. ey 1930duiZAAE 989 el gt Hgo] &uEA
o)Zojxx] kAT 1938 " Fel Yufd AL+ John Paule] Hz2 A3 eFel
gt A7wge A4S FANUN YFGgold ol AT oA IBANF B8N
o] BztH Ut} dwreste] g FEsL YW V1€ 4 3AE (epidemiologists)2 <
FRAGE gdoz AYdde 998 gFetd vk 1 x=¥e 2} JEAEL ojd 9
2o AEE & 4 4 83T ARE & F e ATPHES ML FAT
& o439 FoA A2 RE FEE 8oste] AW ot #Ae AF o] &St 9l

GE Qyelse 2RHoz 2AEHAlstochastic) o2 THEed FAYLE o
ANYe BFE AAHo|. 2P AFANEL AFFH AT 28 AHe
T RTGE o]d A7l o8 2oty FRE YAestel AA Hg o g3}nA}
o aEAw du4ss dgdstRse] 43R B olFAoH HIHm AFHe
2 443 ARE AL 4 AL Roln oo AW T ¥u AFF AN T o e
A7AHE AL F Y ol

6/

e

2. AFdse] B9 P FAA

ojct. YAFHBtel HolE Sackett T-& “basic science for clinical medicine” 22, Feinstein
< “clinical epidemiology is concerned with studying groups of people to achieve the
background evidence needed for clinical decisions in patient care.”®, Weisst “study of
the natural history of disease”=®, Spitzer< “the study of determinants and effects of
clinical decisions.”2 18]31 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.”2Z a3 ok wztA JAAEE “the
application of epidemiological principles and methods to the practice of clinical medicine.”
2 A ¢ A& Holt
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ok uEtd ddestel Aol #ado] Aok FHEA A o5 B9 A&
FRsI olE HA3] BN AFIANLOEZN A0 TS F F Y& Aol v
g9 © #Ho] AT AYAER o)} T2 PAHErAQ Aol A AFTE AR ¢
uE A& olsfgd drHY ZEAHA S ookt & Aol7] mEolth F
Alell Qe JAdelste] FPE FRI kA XF ATHE SHEV A E(E vhof
g Aol F, B FAEC] JEFE TR YBITE ojF YA RAAA, ofUH
Aetat o] A o #AE 7HA #FAE dAoE dEAA dFE B AEFe
PGS oJEo Y7 AJNAE A FRA ¥ dZFo FIPzo 9 YA

Lol 7hEgEE Ao] wEAE Aot e PFPEHQ EFdA B o, 93}
ol g Eiy ARG BALAHL e HEel Y Aol o FRE AL
nEstd, AR AES T4 AFAHAE nsy 1 AFHE ENE ° IS
TEHOE EFsta AA ANFGFAHA 7Y FYH AW AT A9 9n HAL
FogAREe] Frde Aol /A ol dHRoldn 4P

19543 IEA(International Epidemiological Association)?} ZHE ol# e 4 H
HE FAstaAR e Yo &Aooz HFHo om gt B3 1981d w29
Rockefeller A@olA A77153& Adste] 439te 7t2X7] A4 AF4E 3MEA 5
M dsted F2 NLEAT T2 JAES gAez Ay gete] o8 AAE =
332 . o] AL FA4 o2 INCLEN (International Clinical Epidemiology Network)
ol #¥HUer ol& Fatd YFATe FEHY LAY g FFo] o)z it

A

SAGEAAE olAE YAt gat olsst REaE RE ATHEE AgAdA
Rt st Rez 4Zsm Yot 2 Ao JAANP] ATs o] o=
AAD QAT }AE ARAYe] U@ olsl: REF Ao TEAYO HEuote
% A9ATIF 2287 ¥oE gus} ol ARES GAoz ¢ AT ool 4
Aoz AAHD gt FE/ GHAA AALG Bk AgedASel 5o Q4
impression ¥ A9 AREE FHolm AANA AL Taq AP A2 o
ot olE FRATOZA Y4 AL o]F 4 e o) Haord Rolu

171
EEEEEEL]



3. A¥gse AFEol

o 38 APRFE T 2k

JQ‘J

Q4
1. Definition of normality and abnormality

Qe Qeloln A Fad BUE B2 3 AedAst A FAAA v
AAAE VA Rolth AT WY AA FAshE d BAS 94 @A
dole 237 @tk oW A% GPHA HHY TAE o$HE IHA BYAF) At

1) Normal as common
2) Abnormality associated with disease

3) Abnormal as treatable

2. Accuracy of diagnostic or screening test

i

Jaelsteld NBMsH el ABL AF NEAQ dojth, ARAY 27
Aol JgFdelt QTN B e FAHE Yol AYY Wee AW =22
9 Utk wEd @xe] Fgelut A WA AXE Hrhste © A gsojor @k
dezAte]l FGEs) BFES olsfstn Aol oo Bd FRE VT Yojof Bk,

4» o

rir

o

1) Sensitivity
2) Specificity
3) Positive Predictive Value

4) Negative Predictive Value
3. Natural history and prognosis of disease

Ads Aol o3 Ao AdAE WD F Y Aotk 2y Aol BAL 1A
Ayl AdAael B % 9A W SAE AR £x 270 % AANY AR F
371 YEY. adn A=l % B4 F Er AAE ofk AE FasT o9
2e wue 2AE AT A2E AFYAR YAH FYvez: BIEAY. 3, Ao
QAT s £9Y YW T dsATRo] AHUE ABE ABH Fok
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4. Effectiveness of treatment

wof ojm Aol FAF A Yk AL Aol Ay FAAA o
RS Aeol old #AF &FHA Agol AA FIHA @k WAA S F 4AY
Q78 Bota wHE SYsdcl Bk AHF ARG AFPEE TANLY PN
(RCT; Randomised Controlled Clinical Trial)®|t}.

5. Prevention in clinical practice

AHPYE AR $P& B Ao Ane A9 4L A9 KEAA 8P 5
Atk Agelste FYAME Aage] Hgol b 53 BASL WP} ol
golth, wEA dxde Aol AN ¥ AFSEL UFoz e o] UL

otuch #aE T3 4F AW dunSd dFadgxE s E otd
6. Evaluation of health promotion program

AQAE g ddes ANSI Yt ARFAANA Be4L AR Ae B ¥ 2
Ael slggAe ARse U FAF JLE ATV ok A¢Y dmAde e
9 Bge A R=A mesloF F Rojh

1) Cost effectiveness analysis
2) Cost benefit analysis

3) Cost utility analysis
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4. 4F93 #E}E

gaestold Astel Jaestole] FgolAT ded ATPYR BAYRY H8
g oguax gt %, 9udstel 4osn FPAYE At FUg 1Y
FEddo) 9ee VAN AW A= AP ARA oA FEIGHY FTHIE

o] A&FE o7l A& Aotk

. Research methodology

. Biostatistics

. Clinical economics

. Health social science

. Health promotion

. Occupational epidemiology
Pharmacoepidemiology

. Psychiatric epidemiology

© O N O U R W N e

. Health psychology
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II. 244X 3 (Clinical Trial)

1L d3Ade 98

M2e Ay anv} AAY FRAQ B, FEAY, BAFYH A5 93 B
g9 FUe WAL Asty] oldth. M2 Bl FEUYS Bl FIIH NI 54
g5 A9 B5 EANATAE FB2 AHEHY) AANE ATAAN P FAAH
A4e FASE YRAFE A AR} B

A. SEAYY F8ACI2AT A7)

1. 88 SEFHoIT.

1) 73Hlst Azto] HA En

2) AHQA Mol sHedtch: dsteE APIRAS AAsT oud AT PYUE FAE
F Aok gEA Fdstn A@Ao] ok

2. Q1o AP E7E3 gt
3. £93HY EME zud "987t vk

B. 2449 A&

1. 7bd 2] Aoje] 13t
2. Ak i AR(FEAR)E WA AFH ok it

geby FEAYS YPANDY FulwAoln Age UEEo) B 4 gl BEAYY §
£49¢ AUG 83T 7N Foln AU PRE 3 STHUARE SEH A
Aole) e FEAWE B Aoloh 937 @A Afole) wAd P4 e FoE so
2.
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2. ABAFE A

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.

JA ol YAATRUE O F& oFlz 2oled A Agsle oA, A, A
28 9% B3, 717, £k WEY 72 ans NS Wl 98 AR A7E5ol

HElF FRRAITY).

2. 4ANHESY B

1. & U4 E(clinical trial without control)

2. 8] 229 A AFA] F(non-randomized clinical trial)

1) 9ALE d=2FS 7FX YJAHA] F(clinical trial with historic control)

2) 2A1& 8)E =] Q) AFA) ¥ (concurrent non-randomized clinical trial)
3. 29 ¢4AHA] ¥ (randomized clinical trial; RCT)

1) /i=" YAAF(RCT without blinding=open RCT)
2) o]% 48 4 Y (double blind RCT)

3. AARE AT g3AA2] IH

1. A 14 Y42 BPhase I clinical trial): 7L E Aleo] HAJFAIR(FTEADS AAH 2
A tAAL FRHE F, Ao AT AYA e SAES dFoE G IE,
G Fo g3 WOy E5E IFIHATF AR v o 2-208 FE).

.

2. A 224 Y’3A1¥(Phase I clinical trial): SFAE FAEL HF2=2 A 1’6““ o3 &<l
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*

B ade ANE AF HVN TAWRTH F4§F 291 RS B S FrekE
AFolth Yz F(historical contro)o] BaY WE UTHAT WA F& o 20809 A
). A7 B2 FEE + Aen FANRE 2% dd bl T JARE
et

A 34 Q)AFA) & (Phase III clinical trial): A& 3718 A7) g Xy A7 HHo=2 o
ZF(concurrent control)®] AAo] WRFY HF SELY XNEd%, 23 A &
3 vl B7IE SRFHAT G FE 1002008 AR). T3 AAAEE sord
=

A 44 QAN ¥ (Phase 1V clinical trial): A1o}e] Age] #7t8 F 3717t B8 Fol
By 4 Qe 348 EE IAY 238, QAANYAAN NAGAY =Aol Lo} &
t QaRdAe Bag, 181 g FEH 4544 5ol U A7E FYsE
© 2 postmarketing QAN BOITHRAT AR S 1Y A77)1He $4).

F-2}-8-o] &% monitoring2 YFAFo] ettt

* RCTx= Al 24 F7), A] 34, A 4430 o] &€t
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4. 529 9] A 8 (Randomized Clinical Trial)o]gh?

2.219] O] AFA| B (RCT)L Fishere] 13 #) &% (Design of experiment, 1935)] &j3] 7|7} &
A om 1947d P 28tAT $]9 3] (British Medical Research Council; BMRC)ol| 4 #HZ
2 53 7O E(X 1.1), 27]0E controlled clinical trial(CCT)& 220]th7} %] RCT
2 wxo] wWalgoh  1938d AP v]F GAPYo] thalidomideAtrd FF 1962'd ol
Kehauver-Harris5= 3 Q1o 9)3) AR T} Nefe] Q7E 7] fside A% Fad7 ¢A
Aol g AAAH FAES Ao sicn FHAFPLR962d ol AlHE FAE M2E
Aoz AW} Bth 1 TAH YRS A o] RCTY Azolth

a2} RCTE Y49 staTe) ARAHoIA A Yoz =8 AF5US AL I
AR ohdch 9% oy 4T /EF wAKE A AFgHo
eIty Hepae FA%E g A Folth

A 739 AFAYRCD] Bo A

L AT 8 ARAX NRAAAAE FEIZ QAME zTol ook B
(Concurrent control).

2. % 279 AlE AFFHY] ANME ATUREBWWol B2I GE WFE F T
o] FYs3jof 3l (Homogeneity).

* 2.219l g} (Random allocation)2] 9173
1) 5 £ X5l vhgsh= zol7) glolA N5 aHe B o WAl wiAdL
2) A8 Al&A Ao vHls:3iA =@ drh

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

oA W

. the result of treatment itself
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H 1.1 Streptomycin X} & 6739 F2o] X-AA W3}

A8 6718 ¥ X-A @5 A%

=4 2 d %3 AW
No. (%) No. (%) No. (%) No. (%)

Streptomycin 38 (69) 2 (4 11 (20) 4(7
FoAE(557)
W2 #(52%) 17 (33) 3(6) 18 (34 14 27
<t 8H>

* AR 9: British Medical Research Council. Streptomycin treatment of pulmonary tuberculosis
Br Med J ii: 774, 1948
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A A Ao DHE £A

< T T —T T T

| b I I |
A 723¥ 2del 7BYe A Aty RCT g4
23 + BEAY L

239 YHNYH TR JPARS Hm

T2 JA S vl 729 JFAE
(RCT) (NRCT)
) gF73(a error) % 0 =0
5ol4d &9 Sold w¥ot
2] AP error) ® o % o
N34 g 744 =

* RCTO] o8] #91@ Xol7t Yom oJyo] woby Gilstn A2Pe HeaA #
& Aol7k o’ 4ol woba A nasied.
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1L 43A8E A8 o 2ol & 8UE

JAANEE AA M E 98 7Hx] aES TEsor @k mE oY o JHA
8QE2 Table 13} 2o} 28} o] 80 Ee] EF wEA aplsof & AL ofyn, od
82le] g2 gdnd F4 o FoF AE ohyth dutsE B9 we adEY F&
He ZFHR7] dEoT. & EW, Azt: AYE FTE RBAse A 2KFA =
Rol = A7t o ARAHAINE vug 9 Aol Fad QoA gk, whoF Ak
o] 7ted Fogye] ZEFAHEY doE Foge] Fad 4%l B 5 gioh

o

0
4

—

27t FYstEe AN F2F 205 dF EAE by dF ) oA ¥
ANEE 274 AR 9 g FE&3ch. Do AFAFe 7 EFsigd, o -3
& = (flow chart)4} algorithmsS A8 FH d7AF e Z22 v & AldEo] d7A 8
< olgsted e FE&FdE EFa ATAE 018 oFA R 1 oS FA
3 97t Edtth. AT7AE dEAE B¢ AFAYNE FHY @ oy o]H FLF
899 A3 2T FE3A Medol @t AFE ANFF Fo o]H 2AE4
I FASE AL HgAEA o, A7 FE B3 s 9FA A9 AT7HH
e A weET. A8 BY A 1 GANE, A 28 NG, A 3N dRNNEL
g 9 H=EA AT 2T7HE NI 9FES AAH @ a2z 9@ 943A
TS T3 4 Zo AN Lol AEE S B4 wE vz gF3E A
TR g8 AeE FHHMF ) Ao} AEE Rox YT IAFHoF Frh. &
1 A2y AYEF 71E S0l woA d9&d dAgxe Raude &M
(compatible) AH& & 4+ glojol &}

i

N

i

ol

Table 1. Factors considered in constructing a clinical trial

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 g W

Sample size and number of parts of a clinical 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. EATAEY 9

Z712HA 4 8 2280 ) EodEr] Ao WA b5 FFe dE FAFAEY 9

& WA dohid.

D A" B SA%AS] AP BHS AESA $o.

2) YAAE FH:

3) #2724 (Interim analysis): T ZHEMo) gad Aol o] FHEN AFHs @

Feo M FEgE s for s}

4) A3AEe &71FE: sequential designlME ATFAZF oMo AFE FHEY V)3

njg] s Fojof Bt} Fixed-sample-size designol A= F72EAS & AFo] Y& W
£ 398 7128 vlg HHFolol @t 5) AR BA: EANAEL v Age B

Aol tisl Azts Folot gtk &, X9l a9ES A4 £

M
o

e

3. Al 1% 2F(Type I error)¢t A 2% 9 2 F(Type II error)

ATAE °of % Jkx 9Re 271E YHAY A Aol Ak woh sy A7)
47t el 2718 A7) As) BeE Puoly] Wit A 159 2F(@ ero@ AAZ
= #98 Bt fgdlE BTHL KT Aol Atkn ZE BUY B A 2
F9 2F@ emond HAZE FA Aot Y&NE BFSI fo@ Aol gvkn @
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2 B gEoitt. FAAZAAH(power)ol@ 1-fE FAH =Y 2o)7t

| #9d FE2ot. mWaA o7t ES B F e THo ¥SFF Fome A

T3} A 2% 2HE EF AESE wiEAet aEud F FRY LFE EF A @
T 8 Al 1F9 277 AW Al 2% 2F7F A, zER AFRE o=

L7E o ZA gAE AAHk ot

X

ol

4. 714 AR YANY e 9P P

BBl HAG AFHAE MdEse AL |HES HAgsEs AH ks a2y
H RE S BEold AL g wHdA =2IFH A AU FF3} B
R HHY 28 98 F dh UAE IFEAE 49T 95 97 J1X) 2Ee 17
sted AAsior ok AL BA mEsior & RAE gAY ZHon, o)A oFH o
o2 FE 2Ld 479 5HE F ol && gudt. F, stsd dFAAd
ek FATH AN JFAHA AN S masobdte v g,

F AR ol & A& AFAolt  Pilot £ Al 24 28I A 3 YAANFY A
FAE F4 AFHE AT Folok @) g W AdFEHo] Ao URFH B
€ ATsnz & o, dXANEE FIe AFAT} DA T H{E AFHAS A3
A AFE FHFE Aol o dert? ohvd AAHQ AFASL 3R AN o} Hagsiw
A AaE JAATEAE At ATE FYstE ol yLs? A HAE B =
dollM AFAHAE desior doh. GAAG 4AS ¥ 2 ngd Relzt FRHgE HF
el daiXde #4Q A7 de A= Y HATdE FANFo|Y A 25
AN ATAA dde] wiNE FFYo] FYT Utk E =W AIDS FASo| A
%3 Abo] 4¥ & Yo compassionate plea protocol, open label design, treatment IND,
parrallel-track & Q732 vl D& UHL interim analysis® Z71Zw¥E o o3
ZFl A 3l

_‘L

P
J%
i)

4

Hn
wl

of| 8] A £ (Pilot trials)

o AT AYNWE ABEs] Aol ARE IAY =AY 2% AF5YS S B
g B £AH YANYL T AR AFHY) 99 A0 ANIG. quATE 4F
A8 e 24 AY open label medicinessl WL AHEAANT WP 2% @
ANATE 12 2R FAE o udTE SPHY AT AFD A Uy 2
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ARHE a7 THANY AE ARsoF Ak oW =2 WYs FAHL 1 HAol A
s3 AsA A4E & YEAE BASY] QA duATE FPske ol © BE F
9 QA 48a7 olde] MEH sAvllN Fu=e oW AWsh A 149
QAN o) A4t HeBTh AUHE A2 NG T= 92PN T} Rl
43 oA qA @7] gk

dulgd 7ol &ej(Types of Pilot Trials)

$x7h ARG BEA ¢ wEAd @} Fest 2PAYG. F ARE BA F= B 3
% baseline AEW PnE ATE FUAUL AZE BE B F9o) RBAA YY
Agel BB oYX duATFt B 9 AFAET. oA uATE 2FHA o
AP SAANZ A FAE 712 ATE YL Sl Bk G of
duld Tl Fo® FRE Polokstr] WEoITh. “quick and dirty” BHE .8 stol @
7t 4999 .

QuldTE AA SR

O.u

e BASEs NBoke TEAT FAYE 2SI 9% AYAEHE HAS]
A% A72AH ofd 9= £48 & A F, A 149 A7NA F B FARSo]
HERHQ gdn Be o B2 FAUAL, A 38 EE A 4314 53 Q7T
of quATZ oW JrPsle] =EHE A5 So 2 47 B & Uk

mlo

) J[m
o

oJstell A A8 Fel(Types of Clinical Trials of Medicine)

1. ¢t = H7H(Safety Evaluation): A 1 A¢] |37} o] EFolr}.

2. Pharmacokinetic Evaluation: absorption, distribution, metabolism and excretion
3. %% /H(Efficacy Evaluation): 2 A 24

4. 247143 7HMechanism of Action Evaluation)
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5. General Population Evaluation: #l 3, 4%+ A1¥
6. Evaluation of Clinical Methodology
7. Evaluation of Clinical Pharmacology

8. Postmarketing Surveillance

237 ¥ (Blind)

AIANE EF 4T F U=
placebo&HE Q7] Y& FFoA " B/ HELHERE HF BREA e
0] gk},

e

g ZAA7)3L open label trial®] A S AT + A&
7

g o

1. Open label
No blind. d7Ate} AF AR BEF7F 771 o]Jd® A8 &

e
rir
)
il
rO
v

2. Single blind

AFRZA A= 57 oWl N5 E ¥=x REXH
R 4 A S

ey
4
x
i
ey
kI
o
flr
ox
oot
ke
fr

3. Double blind
@4t AR BF ¥k oW NBE ¥: gEx REG g A4 9E AT7ERE
AL & AT A7fAo] BysuA oA

4, Combination of blind
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] AA1 YL 7}5 3 prospective design B2 o] Ft,
1. Single group of patient

Open label =¥ single blind 4AAIEe A2 EE &A= 2 XaggE Per
A7 &F UE 22 uFEAY Fo GE9 £F& FUANH £ e o AMA
of A3 7|Ee uErh

2. Two group of patients:

1) Cross-sectional trials: @F7]zte] 1050l el &#& 7|to 2 A= H2F 270 o9
o2 vyyoAn & XNgg eev

2) Longitudinal trials: 7] 4 7HY & I o]A4e 71 AF7|7E Zevh
group)°] At}t. &2 2R FEE A7) baselined] g3 vludtl F WIE
g3 & ke ¥t desin

Parallel Design 3 Cross-over Design
1. Parallel designs

g2= g F 7kA AS5WUY F9 @A FAR @dH) o] of T e F& trial
medicine %3+ placebo, one of two different trial medicines, one of two doses of the

same trial medicine € @23%c}l, AL 79 ol HIl3ic,
2. Cross-over Design

AT ZolE HrMeth  Sensitivitys ¥ variability® ZolA xpolE& ZAstETH|
o3 @29 F= Folx "o A EAEL XE9 placeboE EF th wEd, o]
ATFAAE HE&3H7] g8 o AL 1) 9AHY R, 2) AFAZAEe 2Ho] H£T

A, 3) carryover effect’7} 1S A Fo|t}.

Carryover effectll€ AAAHY A3 A do] ded ol %9 F49& F
B ok Adolt.  mEA F owA JBAE 7R Fol dojg +# Jdem
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cross-over designg & 232 & olf F9 sute|th duEE ©] carryover effect’} Q1
L& FA&7|7F g
Period effect:

Matched-pair Design

Parallel design® ¥ &EjZ, ojn] <&z A0 FU&A AAAZX FAEES HPo=
& AR AE NE3Y AS BAYA ttE BAdAE NgY BE HE&sed 1 ARE A
3t dFwios FAAS AT HFso

Historical Control

2E @x: BUW AEE vE g2TORE $AHY BASEZ ojWel AR Wi 3
eqd A7 hE & Uk o AT GHoRE 7 BAY L2AS WS 2F
o BrbsaTE Motk Im TARTT] o FoixA %y HES) MF BUF B
Aoz 478 +USAUAE AR ANAAL HsHol ¥k

oll

A

o
2

Sequential Design

Parallel design® ¥ &® ez g9 ZHo ZFojd o AT 4 Uvk. =, 1) rapid
evaluability of patients, 2) simple trial design, 3) clear endpoint, 4) limited hypothesis to
be tested 59 Zo] REgojof @t o] ATFAHAY FHOo=ZE fixed sample designi
o 2 Fo BEAVIZ AFFYo] JMEdta, Hlay AFE FYP37 A9, vE
~Egdelt. a2y BHezE AN AFT VARAEL BEFIT oUTE A
=3

Controls used in Clinical Trials
Controle] A 9]
TFAAHQ o2& trial medicined} H|ZE 7] Y3 & ANsE ¥e T gudd F

placebo control, active medicine control, historiccal control S°l 9o. &8y FHLYT

dguiel HA2E JAFe] A3 FAYHEE Z AL protocold] wEt AFHA =7
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3= dde Y Eot. ole oy 1A 29L& 2A3YE o7t o
Placebo control & AR&3lE ol f

1. Placebo group< AAAZoA A &2HE 22317 93)

2. Medicine Zt#o) 711 2 EE A3 o] =& F71 A3

3 FAAEZOIY BHY S ALY F UAEE 7] A

4. 2o g i MHE F7198, kst placebos AHE3EHA] Fow dojd w3
7} placebooll €& A AR opdAE H7sl7] YE7] HEe|th

%2} 9] & 2 (Randomization Procedures)

EARRA ) B HES dFE Jdolt. TAAYTL AP o Yol 253
A BEFES SANAFE WHol ohith @A oj@ A=g ¥/
AN Fyel |

L 2H9gde] 34

D #2823 A& Nsvel 838 b 7R Asd ¢tsied) Hziol A
d3te AL FAA o] WL parallel design FE| Y AT F F7He] EAo] H)
X EF ZoFEh

2) Zge FAHENE &ol3tA .

3) &A49 blindingg F31 AFAZ stdF & T3 A9 blindingo] ZAAACAE AH
#2729 blinding2 7AX A FEE F&

4) 73 1A 3 medicined] E% 7 AL FTHsE FrEolth

THYGe] A
) F 2 Folde HF AARK £¢ & Ak 5, FAAYY| F 29 o

7t 54 Ev f¥ade PEXE FYSA & FAE B¢ g stratificationo] H
AHHQA Fejrt.

l
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"ol A mol AT FUe o BFAA B

e

2) Moz TSI JFAFEY dAHY
T F o

FRA8F By 57HA

1. Simple randomization (&< F&e3)
Code& AM&3ted 5 o 280

2. Block randomization (8% F&98%)

A4 blockd Z71E& AMNE T I blockHolAd T8I AAG A FHAAME
block randomization®] © % t}. balanced block, proportional block

3. Systematic randomization (M A& £z &IF)
4, Stratification (&3} F29%3)

283 9L vy ALEE dFEQUAEC ds FAA FIAGY
FE T 9 F EW A, 9%, AF, 2¥e FFE T ud FIANAH FRAYETIFAIAL

wEtA Jhedd FEAE 209 £ FEFE Fo dHE AFEFAIE F(stratum)l
o2t 2R FA- F glolA sHe] 2dE F gl

3

5. Minimization

Stratification2 &% WF 2-37/2 FFHAFIAT o] YL RE WS ES A ste FF
AFIAIIE ReZ ATFARRE d72AHAd S 1 & Ude FoT ¥FEY X
7b B RBEF St FHo| gt X7t HHd FEFE W /b WwRelth. o FAAHY

HALE A HA X F9F9 A7 FEHE o[5S FHRHYEFAIAY. o] £
T7re] EBEAo] Hl£3d R Yol F, I 9SRE oE $xE F Ee EAo)

minimise® & £z @9A7l= yolrh
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Al AAFS € 3 (IRB; Institutional Review Board)

ANy EAHOE ol 1 Y AT &5 FHABAE BT HAE BT F
oz dygd A

F271%
1 4Agel Zld=E olel vsta fdo] HaFHoln FelH AN

2. AFYARY FY7t o FoiA R YeTtE FAB
3. AFUgRe] QW% 2A7 AAAD Qe FASTh

+ 7 9] 9 3 (EC; Ethical Committee)

WA A4l g 994, A, AEHY 44¢ W A2 499 U, erds ¥ @
RE Ay 2ol S BE 2P Wl Qe B

GCP(Good Clinical Practice): KGCP
Aok AGAIFe B3 FAFHAIY A

L QRATAYA) e BFHL BAsS zr|we) FolA Ba@ch

A7UARY Fe7h HAeA DojA AAAE FAHT

A7 ANAY WAe] HFE AAXNE 9 2rlBe) FolA Hu@ch

A7e) AAAFel B Hug A, "ed g3 AAZAE ANGS A ALY

&> W

N

.99 o) B S1=S AHG A

d
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A AF3AA EAFH

1. 38 71 31

2. B errors 1A gt}

Some points to consider in Clinical Trials

[y

. Selection of a study population

Efficacy or Effectiveness trial?

Allocation to study groups?

Maintenance and assessment of compliance
Ascertainment of outcome

Ethical considerations and rules for trial termination

NS W A W

Sample size

i

o] dHelHA Hyrted ATAYL AE A
- AFHGA e FEH Ok F
HA vlE] 2AR3%tn v=EA] Ad AGAE F5IF)
29 g3 FREE Aol o
7Fe ¥ @ =373/ (blindness)) HEo] g A
Hor@oz Folge =8 ¢ A _
A5, AHE, 283 A7V diF) FAFoz FAP FFI) AP A
A5ARE Hrisle FAE s 498 R
FEAH HlnFe FHEA HFEH A} doh
10. JFA e BEBE WA 4T A
11. gule FAWHY FAHMEL &5k g}
12. 27 39, H¢S HeA) grs v

-
By
N
AN
tjo
ML
o ]

v 0o N o U s W
)
i)
tjo

739 JHAHE AFFn M JPAPL d7e A2 FolEg
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