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AT A 7T AAA FA HH el A FElE A=tk
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B Qs 1990d el A 2024 ek B QA 2 AT A
A% M) W AN AEE AT WIE Gk APHHe FAATY
B ATE A8 FAF ARE AFH BAL ARV TH, IYATA
AE RS BFRAE AYsto] o]BH MG AZAE BFH WPL

FAQORE WA QAT WA Axbe] o BFn

AgEae A ST, QAT QAAE

PR, AT BE AR, AT B9 4R, Q7R

52 AR 298 Slele Ajifel e ook ¥Ase] 9
A7 wA W AR WHE 1 5L SN ojwA xwelw
FoleAel e shelsluAl stgith @5l gAML WE WHE Lobu]
. o

=8 53] "l FHS FHOE A HT HEC] g A H o
o, A Aol e WA R Al ekl

2o &8 A5 v 2 sl YAAT B 73] ARE
28l vl= FDA(U.S. Food & Drug Administraion), AARHPP (Association
for the Accreditation of Human Research Protection Program),
NIH (National Institutes of Health), +% EMA (European Medicines
Agency) oA st AgAT #HH lol=Ehls o] &Ekdith Fu AR
FHAE A E M AR EE HAAHNA 2IEHE ddAT #-

S oMM AgaE W kde] #sk HE sl disl A SAINE
HT MA7EA AdA wsts FHAoE A, F3AHFAHS] F5-3] 9
A5 F& Faskdvh 1990d ol A AT dsE gRlsH]

s AFeferEdA  wrIs 8 Tgeopdd, . fRAAE,
TEAE S AR dHelEMolA: &g = A JFAT Y
0 2 = EIAS
3O w SEAbsE ARtk dabEel e fas Faske A
7190 distoldt o Atme] HAA AEs & 5 Qe SATE AXRE AA
Al g AdE P sl & 5 e AFREA Yleety] el
ool QAT B wgte] g g ety dAsiM = vy T
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Anz 58 5 dvh TEA4RE AU ddte Angayd

AT AE dgA, Andaga A7TAAE 207 94 2
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<3 At QIERFe A AlelMe

PFATE 7P AFAOE ol BAW thAetes 50dAE HFOR EL
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A2F =9 AT EYUAEY 7Y TA

2.1. §8v=3 7

Aedza e A2z AAdd F AR 5D oAl A7RE
Aet BleE A AP FTRE 7Qe HAom guid oz Q59
oAt T e VxyF ® Aoz oAAAT S A2z MAUE DA
AAEZ 84 HRIES Yoz 5 oAl Fskxt 5o v|Qlzk4 el

N

R, I A Ade FoF;E oAb 20 HEkx}

H 2 F (Nuremberg Military Tribunals: ©]3F NMT) o]

JEEA Hrh o] AFOeRFH TE=H Fo| QA Adde] e &7
]_

7l Ast 1071 =¥ wWewl=a 7% (Nuremberg  Code) ©| T
HeMEa FES AR HE Adw o2 3ehg Hj5o] AtshA] o=
&t7] S1gk oJAkel WE7FES wmEolV|R Sty 1947d dud FEWEA
A dAAA G Fdld AR o vhEe Bz Hol gk,
TR AT A 712 ddet AgAe Addel FEsta vk G
Ak wiFdS Qokskatd, At AFRYES Sddo]l wzkIy HA
FzoA AAE I AyAE #H g qdelew, Hd "G=e F8
AdA=s 7last. AEHEza Ade SAT Aol AT A
Ao AA, AL A AEF] AWE JAbES 7lasky] ol JiF g
A AP AFoIdT. IS 1945~1946d =Y Hpolo|&F
HEMEA] AP AR A=, o] AR T HE AFolA vHE
R i FAZAR RS Fo AR ARew, A 5dolM Al
7P Sest ARA 22%s AWIAN ofEx slEd, sklds] 9,
oAz A 5 A A AAR " "ol Aol AFHI] A

3 Shuster, Evelyne, T[Fifty years later: The significance of the Nuremberg Code; The
New England Journal of Medicine, 1997, 337, pp. 1436—1440.
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AR enza el b Aol &y Aol 73
oooldd Ezoldl el s AR WEW 4
19319 WEA FFE ol A Agel EgEe} gom, 1 F 7
2% e e

==

b, FRF A g2 AFEe) AE HE FHJ H]Fo] FRE = B
el lo] Hpe] WEHHA F Fom INF 7 Yk FIF AR
PP, HUH AR AHE BEGA) AP JAT EE WG

oF 7I5er HApo] et e YN AP FYE FE 7 A=
G AYAE 7 Sl
5. Innovative therapy may be carried out only after the subject or his

o

L
;

legal representative has unambiguously consented to the procedure in
the light of relevant information provided in advance. Where consent is
refused, innovative therapy may be initiated only If it constitutes an
urgent procedure to preserve life or prevent serious damage to health
and prior consent could not be obtained under the circumstances.

6. HIAT oME Hi 184 T FP FUH ARY AHE o
E95] 79 ZA) HEEF it

6. The question of whether to use innovative therapy must be examined
with particular care where the subject 1s a child or a person under 18
years of age.

10. SN NES #AEspe] FApe BX, FHY W 7Y S GA] e
HPAE ZYEof . 53] HuAloE giyRt s FYEHE F4
9y ojglelo] #EH  FHEF AP AF¥u FYgrhs o/
FEgEofo} . FE glo] 5F 28] EH FHo wal g}
THEH FPoi= ojefel Fdo bieh XA &S Ao Z)A S oF
erct.

10. A report shall be made in respect of any innovative therapy,
indicating the purpose of the procedure, the justification for it, and the
manner in which It 1s carried out. In particular, the report shall include

14



a Statement that the subject or, where appropriate, his legal
representative has been provided in advance with relevant information
and has given his consent.”

o] ZholEgkle 19199d Alx AHAF-E fiAgt wlojmp= A HF-o A

132 5] A O] Zhol =gkl s W g AA|7t e A &HE A EFsith

]ﬂb L].j]ul—o] 7<-]:rq xc]—orﬂj_

FA g w1946 Ao

o] FAjsttkar Aztstr] -,

AZo] o] rtolmepele] o3 F ¢A FEASAHE HalsEo] o
Zrol=ekelel] wrel QS sgety 2Py de!

Vew=a e A #Fost g8 dwrted el we Fed
TAE, o] ZAHe A= EE ABEHOE delA Qo FEwEaelA
Uzl oAEE adhe d E9S 7 7 W v=el oA e &by gt
MNEF otolulx AP 2gzatz dEA Aok A= A 75, WA
A, HE dEES A8 Yolrd AAE FREda, AewEa A
109 =o] A AAA HEEHASTS & 5 Utk ° HEN=EI P
1098 982 75 19 2 v8=21 A8 7 7HA 28 9= A
HAZ, o] APE FallA QAF IGrF A F Hojxl Jild WHAWLE
TAAE] 2 APHZA SHeA ddgivks Aold, 7 WA= FA FAZd
Agos &89 A4S vkt Holth. Few=a ZFEo] A
o] e fmRIEL dlxAtH A Al ol 7IHket & et=A] (primum non
nocere) & A HYA YFow Aol gEdH, olyd AFFHQ

> o H
—
©
w
w
rL
p_x
w
o
e
o
©
it
[k
ol il
i
[yt
N
N
o

o i

o

(A

4 Sass HM. Ambiguities In Judging Cruel Human Experimentation: Arbitrary American
Responses to German and Japanese Experiments. Eubios J Asian Int Bioeth 2003;102—
4.

5 Shuster E. Fifty Years Later: The Significance of the Nuremberg Code. N Engl J Med
1997;337:1436—40.

6 Markman JR, Markman M. Running an ethical trial 60 years after the Nuremberg Code.
Lancet Oncol 2007;8:1139—46.
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Ao yolrt HEWED AH M= AT didARel digst o A=#<
AYE Folste W&ol F7rEdnh A1 AFel Folstes didate
A-E7dE WAEkaL A, A9Fel s Agtel Fojdh At A=A A
Wl Ao Ao wep ATE HIE £ Qes "Wela o FedlE
ol AtgEs tide® gAEATE Tl Ao 71 gAY AT
Ao ddEn S e AT tidA HS WEdEhe AR /1A o R
H3tE HolFE Zolv. tidal 1] A3 13 Al ek &2
A1, A6, A9F, A10Fe ‘ﬂ/\lﬂoi wneow, ol s ATA=
ATz A 9 o F-ef Aelo] &= ¥l Utk AH T A1FY Aeol=

= d QAN M T X*Xﬂ o] Hi= SRS R 7nkst
A F9  (Informed Consent)ell tst &S AJAFSIEE EE8E "This
means (F2F), without the intervention of any element of force, fraud,

o2

o

deceit, duress, over—reaching, or other ulterior form of constraint or
coercion, and should have sufficient knowledge and comprehension of the
elements of the subject matter involved as to enable him to make an
understanding and enlightened decision.” o4 o] E3}A] &y THA O 7
ey e shul A, dEFoEFH AREA 9T Qe Al
ojol = U go =2, FHekst thidAl (vulnerable population) ol &l
583 B xA7l mEEolop gtk S AR webd HEWED
AEe AF A AEA  (autonomy), FH3I A (understandable
explanation), t’Ae] 2JAMAY T (competence) &  E3Hstr). o] gt
852 olF 1964d AA7INAM A A18AF AALGAESE T3 oA
Aed QAN chdatel Avkd oJsha A9 &2 94F'9 Eej7t Hdx
ul = Common Rule®! Eﬁ*?ﬂ’?‘ﬂ QA AdE A HEE 9%t vl Adk
AL g H ATt QI O AFelA Hxol ARl &8 AFHSEA
A=z AES OVJ QT AAbE JAE FAEkL AR, AT
A AHY o]F 9o W AHHRE AgAEe TAA
AFozA AAG7) AAL F55H HAJh T 53], g

A3g dwar] g o] ARL WEA] Froh Uz,

7 U.S. Department of Health & Human Services(1991), Basic HHS Policy for Protection of
Human Research Subjects, Codes of Federal Regulations, 45 CFR part 46 subpart A.
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7 yebeh A7 Ageld ol A7 fel @ Ao WL wEE Fow
423 AFow BEHE Zol GG vH 2 W o

8 The World Medical Association(1964), WMA Declaration of Helsinki—Ethical Principles

for Medical Research Involving Human Subjects, recently revised in 2009 in Seoul,
Korea.
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2.2. @37 A

7] AAL o ArellA Az Ak BEE Qbdskr] & AlAl
oJgt &3] (World Medical Association; WMA) 7} 233 &2 429 34
drgAloltt, A7) AAS 1964 A4 7] - A183 WMA F 3] ol A
AerEo], o8 A+ FEoA BFE Tloltekd]l 98-S e ok g
A F4580] = TAE ofYANE A AA ke 9 AFE #P e
HEZ s o8 =4 AR Ao 7|z 93-S stk A2 AlA

ol o= It F7IAE Yo R 3 AFE kst &7 g3 dgt
A A AEATE EAEHA] %A, ATAES ATAESY 24, A9

- 1

T N &Y ARl fEsta ok 1947 FEHEA
(

X
o =

WMAS] Adlal A (-5 2)0] W= =, ©
7] flal R AH=
[e)

ol
o

oY ol 2
oo X oft rlr Ix
o
S i
2 rlo rir

2 >
o2
4 Og{_l{
o
=
%
o
=
do
i o ok

Zols E1 £olE JUHolEFor HFHd Aol o
He Frhsksh 19839 F WA, =
ol A QHolEE Egeto] vl A AR Aol 1996 U] WA
ML 54 712 Am7F AT u 2 AgelA vE k&2 kA
A5e HAESAY &AtelAl AFH= 83 dol §le vEA 9k (inert

o oY

,_.
oo
O
L
=
(E
=
~

==
o,
rl

91948 A9 Al AFE A2 AAJAFE S (WMA  World  Medical
Association )elA ZNFE Adul ddojt AuubAdde o] Aol wEmET] M
gAFA xS vlEFAA JdAAE HHAYAE AL FEOosAel HAA,
3| A2k~ A (Hippocratic Oath) 8] €&& ®lgoz w0 Foh olgdx Aun}
AdL & Adieg & 2x dAY FE3 slzagHAx AAE ddigstr] flsked
AEHAJL, o] AuupdAL 19499 10€ A oJxbEe] A Aok ¢ FAstE E7=
WMA "HEFg oA ‘FALA] &849 & =SAA7IA At Auupdds 3
A LA &1 EE 2 A Y-S B 2 A9E 4 vetel RS T, 74 S 9
MY ARE PAEEAE IEAYY V2R ol&HT o, AdbE dAd olF o
TAAol AME A AT Mol WEEWHA AUul MA> AT AAdZ A
WA AgtAY, AFHHOZT AMEshe AS Fasta Qo
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placebos) 8l AF&S WA= ET7E F7HGHL 20009 AFE
of=eleld dd WMA 3ol AEd Abx Agae @ W
A}, FE EAY FERE ATAst 9 wEre]l &) A (A
HAE AHERE ofye} Hetxm xdetes ) opefst o)
47 & Astes AAS whso] &3tk dA Institutional Review Board
(IRB) 9] #= A3S Zgsta g8 Aol 9k (placebos) ¥ AR
& iﬂé}oﬂ‘jr A5 NI Fo g 2989 Frild, dA|
el BFE om e fiE AR AZHY st Sde] diE RS
3?6}% W%O]E]r ( “The benefits, risks, burdens and effectiveness of a
new method should be tested against those of the best current prophylactic,

rQ Mo oon &

-1 1o O [n

diagnostic, and therapeutic methods. This does not exclude the use of
placebo, or no treatment, in studies where no proven prophylactic,
diagnostic or therapeutic method exists.” ). kv &S o], A|5x}
Agee "Ed g febolehs wol® gl mE A ggtom
ARG 2y 2 WskeE 1990dd w9k sl AgrE Sk TA
AP feld Abgd wA® =4 xHel Hglw, 1997de] w5 oAl
I8 7 (Peter Lurie) 9} A=Y %i(Sldney Wolf) 7} =58 Z7alHA
wAe Ao HAL O AR FRAT ATHELS AWEATAA 9ok
== A+ (placebo—controlled 'studles)E AMEEHE A

dat=el e H7kelA e AE EFol wEt FHAgY

de 272 =3qd unl, gEef AlEYys o gAtel A ARE s Eh
dod ®2HAQ g5 AR oAl Sk AlFsteE A 53] AbRs ofo]
Abele]l HIV Hd3 #2 Ad
T, ool gk Wi o
e A foF dx Alde &1
XLXHXq oldE 1T w &
EF: HIV g Ak
A= ks A zmHoly

10 Peter Lurie and Sidney M. Wolfe, 1997. "Unethical trials of interventions to reduce
perinatal transmission of the human immunodeficiency virus in developing countries."
The New England Journal of Medicine 337(12):853—856.
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AFa Aol s AYH o 74
9P APelgda, ol 2e AR

13
=
v
puE Py
An T Tk de FHE
®

Sl Ao BAZ A o

PN
T
=S T3 (sponsoring country) 2
PN
=B
o

3t A AFAMe oF
3%+ (double standard) & = 3HA .olEE ol TS FdTelA
& EH A F= AT HAAE ThsetA she, AR oR gn AulA HEA ol
M @S ARES AT AR AES e F71E FolstA =7,
olgigt =Al AT FAHAME 2o 9 &ld AEZ Wi Was oo}
Erskd 5ol sk 7+ AAo] Fostta Axsvh o] =AE
20023 2004l WMAZF Zbzb 2933 30%e] oish AWs #

o

AEZ Fs ygolded, 294 WMAE o+ AHE-9
"t o g ASEo] Q" Aoy ATt TR om AEHZE A ZskA
A7 Az A o1 gl e A el Sk ok AdEelA
QloF Aol §& Thed Aow hFdEntn Atk 30Felx WMAE
&8 AE fd3lel o AT
Arsla Qal, oy FEHoR AT HeF el
Ak 7 T NS 20246l o] Fol Ak
o

o
50 o b
RIOSL et

e
i
e
(e
T
R
o
o o
ofo
o
2L
>
o

19002 w1 9ARA AR A533 AAIAE FHN A7
20041 A waolN AW A553 ALl EelA A7 A
ZF7b8 Ao g Bad 47 Age o

12 90221 49 A A 2ALE o]ALE o)A Working Groups 7438t 1, 7140 MALS Yt
3= JE, I ZHAEES FHIAT 20243 JRFEUAY] Fo g 1 Fet
32 (subject) 2t AFEEE 8o]E  FojA}(participant) 2 AASIE RHOE /A9
At FAA, A4S XA SR, 2 9 TFERASV] AEAAAE A7) AA

5 AFegE FFdor dte dHol WAEAT  FHoFA (Vulnerability) ol thaiA &=
dloju} Aek EA A} Wiz Zolm A g¢low Qs FHopd AFsle] AT 4 Qus=

HAE nEste], FHIAHS AFst= ol5S HIEE Ay A FHojo] wE o9&
gadetR] GEE sk AoA Y #¥E WE S UEE ST 1 ¢ FHks ke

‘o sk, ko]
(e}

ojel& @& £ glofop sha, wWHE AFAL ATB F g ALY 2L
WEA A AT FHol sbsstis gol FrAHh F AKYOR s AFelA
MAEE Ao kS U oEAYE Ao Ut Uge new Ao dNH

20



n2 2 opx 12

o ™ o2 e
N2

21

2P

ol

_\;n

Ao Y3 E AT
o] oFAPH I} o]okE Go
3 7he)7]% (KGCP)’

rLLI



2.3. HEE HIA

HMEE HIANE "5 EA7]7] wisdTgelA ZiQlsith wl= @
H27)7]gh= A YeA] vls RARAR FEste] 1932d5E 1972W7
oF 407t NdE mERFAT Y= v RARRE BEeE o) F
AT EZHolglon, taAtE Jhdd EQ AFFS o ® sk
AFolME= g8 74 &84 ZAZE A=, 22 98 F EEs

59l aabpEel ATl ddl F¥I AMe wa AUHow Eo)E
st HE oldrgl 2AF ARS Hopge sm glol e

Folstn A Pobw AIHOE AREAE T & YA o] Y

A% wEt gedvis Fol AL MYtk Rong JfHoR A7
ARG A WS ARAZE FAS dEgon At AgEd F o)s

Aol wAAQ ARl ATHAAT, ATAES BIAENA oo
=] o

=
AAE A ke Aot &R o] A+ 19364

I e« ks wism AW AHE JdiE #Eer] 98 of
_]_:,]__
7k+] F71Ho 2 o)A de] HuHQANE offE o
o

2 oA Azsd e miEel vAE 4L HAAs: How

Aol Foldk WYES AW WSl Ak AL Ad B4 EHow 1 o
AES GHE BEY tee A3e My d
AFEEIE golal U )7 sb Qeka Bgick o] ATl 600
[e)

Bl Zel Wy, vE @4
39997} wime] AeA e 201We) oxwol Folakddi, tFEL FA AdEw

e
22E 0] 7SSl

Mool 3= = FFRAST AYolxr A8} (epidemiologist) 91 I E B AE (Peter
Buxtun)oll 28] waxA =&, 1965d MI@A AT wl=r FTHEAT] A
AR e R detd F TR7E deplinl Aol ¥ FRl HAIZ]) Aol i
ojok7]sl= A& A3 A HAZ, 1966 HAELS FERA=m Ay oA o
AT vEEAA U st oFE AVIEG uRk, oo oidt ZAMEELS 8]
o]F oA A ki, 1970¢ddl X EAEE 7M] 8 RS EHAREA 2= 27t
ZHA AL Q| mlsdT #-H AEE AP B4 Z1RbEolAl 91A = o]F %1 e (Jean
Heller) 2H= 71A7F 19726 749 269 APGAlCA 7IAb2 B3EsE Zlo] Abxdo] &deA A
H A717F "2}k (Jean Heller, “Syphilis Victims in U.S. Study Went Untreated for 40
Years,” New York Times, July 26, 1972.)
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Hola, o] A7 Ay Aze &84 EAlE o
TeRAT ks AYAE P oy e BAE AWl 1
A= & 7137 F W oAl gls Fo)7] Wil 9 & gl 4
Wi, oJrbso] Fis] g8t udE sk A3 EAE 2 @
A AW gt A EE o] Foy A A Qkgkth. AL 1973de] FdEHIUD
AEF Skl tish A =7F AR EGeH, HA77] Al tid HE3,
ol kel 7pEHFEo] AR i AFo]l MAHIY. THa =7F 2k elA
Argelst 4 Est A A B E flst =793 (The National
Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research)E TAsto] Abdel st WSt ZALE FdstA &
H,1979d MEE HuA7F HxEHAT 199749 549 169 A vl F¥H
e AL O 7FSES Wotdte] =AM FAAoE ARRF o,
H2A717] w5 A vl&gd] AYe] dFox, AFTos Fud
olst FH kst thdAte] ek A8 #AEE A= gA HIUuo
HMEE HuA7E itEolzl R4S 2w o TAFCE AuKEW, 1974d
79 129, =7FAH (Pub. L. 93-348)0] HERZ My ozH, A&l 4l
AT AFA REE 9% I d37F vhEolX A HIA. 3] e
JAFE T shue Qi FAIE xestE A=Y W gFde
Hojob gt 71EA &7 dF& #lsta 2ed dF
gt AT FRAHEE BAst] fls wetol dhe AR e JhEshe
Els

Mol

Q
ar

Zelgltt. oleld Adds FqshdA, Hdd= Az B PTAT 9
olete] g AL A Abele] BA, QxF FAS EgsE AT
A Aol s -ole] Ve F7E 9, Aol FAd At FA
Aest ookt AT FAClA ARl 4zAd wole A& Aot
sttt WEE Huxs fldsrh Ao AgelM feld 7]l we
A4S Qofskdisl, 1A 1976d 2¢ Avula 2yl Yo ARE
AR AlEelr] A9 4de] dx JHH=E Sds] el s Hetd

w=o]e] Azpolt},

MEE WIAE BE QDUAAT JEe] Hi A 7h4 fe AFe

15 @A) Communicable Disease Centero]l™, A 2¢ U.S. Centers for Disease Control and
Prevention®]t}.

23



Al Sl JAEFTAA, Ao 43, o] dFo] TAH. (5 4)
APEFT AL AFel FHojsts tidAalke I AHA=zE 25 AsAdS %4+
EAZ g gdotof dtrh= Aol, ofH HAS $d o R ARSI <
HAoes AL oujsig QIztEF] dFRS FE AT T digk doy
AARS Eo5go] Y AH AAR AAEE st AgdES 7FAo
stths Ay T Tgo] gAY ERAS AMES F1AQl RS E oo
stk Aol 23Eo] Qlrt o]o] w} o5 & AT FET FR
°olst &9 (informed consent)E F3st= A7 Hw, ole] dis] IRB7}
AabE AES|of stk T &4 Fofstar Qloh
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ZIdE = olele HdistsloF st AE
7Rl eh At wekA fade Hrbstal, A AR g o
ZEAAL Ql=A ek FAA Sduy A4 olejol o A
A7} 7VestES ok stk o] 9#e IRBE stold Hosh: AT
ATAE & AL Hasteta o] Hdistsks ARS vkt gleA,
ATA7E d7E FHsE AHNH A¥ES F
HAEsta, fjdele] wgo] AHHEsA o= A
7HA AL Qe

npAEro g ol A5 ¢
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dxe] w2l WEAE BHstn AdAste ol ¥ATA Frietn
Alel7lel AAds] nhdEo] QiAo g Aok ERbEofof gt Hopgt
Aol Q= WdAE FAsA X3 WMoz Ayl olgd F flore
olell Wigt 7t FES] AFAGe] EFH S=A, AIE T F
WdAE ek A9 9A4% AGEARE AR e et wdw
ASE A7ddAz Agstes a7 5 lofof vk We& Edshal
ohef, AnbAo® IRBO Aol WeE pAlgteta QAT g A

= B
B4t mEel 2 ¥ vHeH, WA WAE GYAFR ohig
A o)l 4l dlEodt (Human Subjects of Biomedical and Behavior
Research) 7}#] E&stt}i= 7o) 23t ou|E 7}z T}
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2.4. 9= Common Rule (45CFR46, 21CFR50)

u]=of A JdA1e 8] 7155 (Good Clinical Practice; ©]3F GCP) o] &
EYE AZIE 1970dd ‘%’:” Ao &EA T A BEe] o
7} F7hge wel b = (Food and Drug Administration; ©]3&}
FDA)ol %7] ZAE 2 FHstAl " Aol Azolvh. 19774
FDAL A del Fofshs v niel 23& S& Hx| 149 21
CFR Part 50= AL, © &g Aol A #Aajo] tak A=l
t-solzgt & 4 ¢t} 21 CFR(Code of Federal Regulations) Part 50

%

il

2

oX,
Rl

mlo

WFAFAA QA AL wEo) P FDA T ALE st v
A A el @ AMOR, "CFR'S QY A FHE ot 21
4% 9 oobEd B Title 218 dvdTh BA7Y] A% AR ol F

e EE HIA o)eE mFoAE= 1960dT] = g Erpol=
Abzd 100] wrAEtlom, oo uwhgl ookE AGAIHe] et A A9
A 5 Hst Ao HeAol AxHA HAY. FDAE HWEE
aA 9 1o mE &FEA e FASIe] QHAIE HE S A shEh]
Zst =], 1981 21 CFR Part 50 "¢17F 3822 1
o] AL YHAE A, A 2 Foixp B35
S AdoggozHn GCPY

A Zetgdtta 79} 21 CFR Part 502 & %9 A &3}
TAE Aty A7) A 2 FAZRIEYIACH) A
Feetes ol Akl /A=A 21CFR500]
o]213t 42 'Good Clinical Practice’ &1 HEA&=
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ofN & Iy © ok ol
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0 geeatel = 19549 59 AkgA7E AEek o — (N-phthalimido) glutarimide 3 %]
ARAZ, O 5 AAA AAAJD vEnRdolEst &8 F4 =740 FHA fot
Aol =ZeF =HE, Y49 Sel <kdsta ﬁﬂrﬂo‘ AFZAZ TREE 3
1960dd =z ZAsh ELE]‘:U}O]‘: A TR FEI)Y0y FAlE SAHCE e
Phocomelia®ts= A Ago] th AP, AAl7|o EH&3) Elg]tu}o]c | et
Ash Zlow gRly o [L}E]' oFm 37} H3|7} o]Foix Afzlolrt. o] AlHe EZFETH
Aol A3 Alok }\]J—]— A AAs 7AAbek gl Qo] I HiE FARES HEAe u=
A7 N AE Y3, FEA Oi oFE ZFA] (surveillance) 9F Al &3 7F A GfA, 28] A7k
O dAF B e ﬂJ AAA MYOZ o]ofxltt
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GCP %o ® Auwskd JU&s sty g 27 =k 1990 o
A B why] ul=o A GCPE 3A3e 712 1997d FDAYF ICH E6
GCP 7tol=ebdl S At FAA oz x3td v= GCPY Al&he ¢d

Zlol AZ17F = 3l

38 45 CFR 462 vl= B AEX] X (Department of Health and Human
Services, HHS) oA #1Qst o=, Az tidAE sl AAAIE
et 2814 A FHoltk. Common ruleo]dtil® &= 45CFR462 <17t
TFAZE HHE A= e W e Aqte #3] 1991 wj=ellA R E AT
21CFR50°] FDACIA TtAlet= A3 dde Zlojebdd, 45CFR46+
HHSO A fAlsk= APl oist fdolth. 45 CFR 469 7]dX
1979 MEE HIA9 s Wol vty 7] dAde A &S
it 2Esion, dARF oz vToA AR A Ao 7]EZ<d
&8 AF &S s 3tk 45 CFR 46°01& 39 ¥E A, B, C, D&
T glor, FE FE Ade AT7|H F5AME E1ed, AFAke
APAFAM 85, 7] 9 A8 st @ AR, IRB(Institutional Review
Board) 3¢ 74, 71, 9, 947 HE 2 7|5 23 dist a4 A,

574 FAk AT tidAke] dist F7F RsUF 7]E5Ho] Urth. Subpart B
Qar, AN R ejofe] g /119l wEe] thah g0l Subpart C
Asel e FAAES AT F7HEQA Bl tid Wg-ol, Subpart Dol
olE Fad B mAdAe dd mE @Y ygol s1%Eo b HHSE
H &gk kel 7h KA 9 7|#ES 20179 Common Rule®] HF MAS
sk, 2018 2 A (Requirements) ol 2kl e &z HF 132

2017¢ 1€ 199 A wre] AAEJA, 20189 1€ 2293 2018 6¢
199ef g 9 F5YS A7k wEFe=E JAEHAY. P E Common
Rule> 20199 1¢¥ 214458 2Ha= i

Revised Common Rule ©=7F o7 A F7F o A+
A 7o HHY ATAIA S TUHE 2@ 34 Wt digshe
Y Fo WAAGCREE Fo HS A didAr olsE
olatA 7] Y WHor Ao I FQ3s A s

ok J

o
I
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45 CFR 468 &84 43S WACR HIY Jhsst xEow AR
ek AAe] g 7k EUAd 9 HE BT o
HollA st oz oujzl ity o] e AW, WHE,
TAA Fost FAFOR AL, I JF¥FHS wHES 9o
A, FAZsE 3 (ICH) A 5 A4 AFS 2
Tk AFolA FElet Al Abeld] HF Al AAE o
AHE TRy 7l dde] st &8lF
p_o%Tuq 45 CFR 462 &% FoFs A 2
Atole] 3, ddl AT #Pe] g
JE}. 45 CFR 46 7= W] AT-o|A <1zt
A AHE FAgsty &9 AT FAS
AAE Awetes s st Fule] A5 #Y el v A= A
2 AT &2 9 A L WA TS TR
ICFR509] 9Ju] 37} 21 CFR 508 UAAdolA thaat BS
n= A FAHH 21, BE 508 Ty, AW 2 FookE
(505(31), 520(g)e) o]l wel FDAZ} JfAlsh=E BE AAbA
=, A H A HTEA, QAE ookE, AAlE 85717, QUx
A 2D A AFS £t FDAZF FASH: AE
S 7HEZA o] dgA e AT o] FAE WA FE
Azk, g Aol Al AlFslor st FH, Aol Fojste didAke g
AR FEel tigk @xio] WA itk ol AN &8A TEH
Frojze] k& ®HAskE d A5Foln, QFAIFA Hojxp BE el &
= E%o] He AH4AA Foo oAy FHeksh
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2 g2 Y el 27} gk,
W5 BARAR(HHS) S AF k= (FDA)Y FAZ 753 3%
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A FDA 43 Ajst A= 2959w, ¢ NHS FE AY BA
4uAs wase] A7, RB 2 dHAd W@ eTEs

ar

17 Informed Consent Information Guidance for IRBs, Clinical Investigators, and Sponsors
(2023) U.S. Department of Health and Human Services Food and Drug Administration;
Guidance for IRBs, Clinical Investigators, and Sponsors (2013) U.S. Department of
Health and Human Services Food and Drug Administration; Considerations for the
Inclusion of Adolescent Patients in Adult Oncology Clinical Trials(2013) U.S.
Department of Health and Human Services Food and Drug Administration; Guidance for
Clinical Trial Sponsors: Establishment and Operation of Clinical Trial Data Monitoring
Committees; Availability (2006) U.S. Department of Health and Human Services Food
and Drug Administration; Institutional Review Board (IRB) Written Procedures (2018)
U.S. Department of Health and Human Services Food and Drug Administration
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2.5. CIOMS 7}ol =2l

= A 2] 87+ 3] (Council for International Organizations of Medical
Sciences; CIOMS)+ AMAIEZA7]F+(World Health Organization; WHO)
Abelel R AREE o e BRE A ostagte] g
TAG YA HAE ARESHA H=u 1A ] CIOMS 7}o] =22l (International
Ethical Guidelines for Biomedical Research Involving Human Subjects) ©| t}.
VewEa Yy @Y7 AJdE viEo R do] wEoxl o] AHE
AGAI Rt =atEx] ¢a, BE TR g8 ATgAT g &2 A
7w AHE videteEd 23S Fa T
AREAQl AT ANM L FE A HEo] NLEATAA o] FoA =
Aol 53] FYsliof sk A AT AR AAEHE A 94
o3t B 4 9tk CIOMS 7hol=gkele 157 &9 Hx X3o=
9913, o AR ARAAE A 20029 199 219
o %Eﬂs’iﬂr. 71 #HZole 2011del CIOMS 7HdS <1t
gro] PAHT, 201611 vlwA AHo] ol FojAA e
CIOMS 7}0153}‘3% 2002 H 4 9] g o] 8+ - (biomedical
research) oA A7} # A (health—related research) 2 Zofsle], A%
a4 H]OlEif“L AbEetE AT EEAIZIA H AT ?ixﬂ CIOMS
7hol=eielS F 25709 FAE EFeta lew, £ WS tad 2k
2E 4 ?ﬂ?ﬁ@#ﬂ% dHeka 7 9 &9 E AEA %’/‘}%— 915k
AT o9 Ao AFEH ool FtH, AFAE REEA] gt A A
5 Wotol stk FA] FYA AFo] oAAHAY Ebsd oAt
sEEE A5 WA dydeAdl woE wotop stk AFAbE Ao o
e A @ ololo] FEjAH o #FHS olFaL, o] HATEEHA
AR HESoF stth, AntH oz Hdk X7FH T W AlsE A
z=vtel E3E A7 didAeE gYE 53AQ Aless Wolol dhrh
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¥ 1. CIOMS 7lo| =gl FA)18

T A

Sl el 1 ATt #eHA - A A ZEA] Taejan Aok wE e
s =5

7hol=2kel 2 AR el A FaEE AT

Sol=gtal 3 AFFAARZ QY HS g Qo] ol
kel ¥

7hol=2kel 4 Ao FAfAolaL JhAA 1 o]} Y

7hol=ekel 5 Ao =] A

7tol=2kel 6 AFEoIxte] B o thdt wiy

7hol =gl 7 A ALE] o] Fho

7hol=2kel 8 ATreh A el g FE Al FEUA W gFF

7hol =gkl 9 FTEs AR gt F9E & FHol = Uil

Zhol=gkel 10 FE3 Fro] g3 Folo WA WA

Zhol=ekel 11 AAFHED #E dole ] +3, Bt A

Zhol=Elel 12 17 #E Aol A dolg e 3, B, AR

7hol=ekel 13 Aol zte] thdh v §R A BA

7hol=gkel 14 A+ A I ol oish A7} B

Zhol=ekel 15 FHeokst Ay} IS uidew e AT

SolEarel 16 ks Xé_y_oﬂ o3t FYE T Yol e Hds
oz ahis At

Zhol=Elql 17 ol HAWS o= Sk AT

7hol=gkel 18 ARt E A 9] o4

7hol=ekQl 19 AFFAREA L PAlF-9 T

Zhol=ekel 20 Ay AFstat AwEd AFsteA o] AT

7hol=ekl 21 I FESIE AT

ol Eatel 99 @%_%% AFoA 22kl AT YAY =5 53
g5t dole g AFE-

182016 WA st slol=elel R FAE 7L (2022) A7 A QAgtuardd el

L R MR R R Bk Toe=
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Zhel =2kl 23

7hol=2kel 24
Zhel =2kl 25

AT A 42 ed 9
ATAGA Ao 23
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CIOMSE whepgt B314, ARAAY wetld &2 242 7]
el A Aol 53] thErh thrlwm Agel AFskel, IRB AH 9
#9784 FAL 9 BYLE 4TS

A
AL 7HAT AREAQ AMgo 7= 7lol =21l 2364 = IRBY
F 3E AFE Fgshy] st RE AF AdA= +dH
P &eld A &84 8 Jhed HrkE 8l
2 Qg AR AFE AFEH] e

IRBel| A|EEojoF dthal 7|<=st

IRBS &S WALY WA &S Rofop &9, IRBE ATAIEA S Foidt
Hgo] S WAy Festd F71HQ Aow ok k. IRBE o] A3 ellA
1A= e dFe mep AFAIEANE HAYstes kil Utk CIOMS
Zhol =gl ookE APl et oty BE QAFATel A 8H7
ol AnkA el daedtel thd IRB A 9F3l IRBolAS tidAt
A, kd, 5A ®BE gFe s Y&S R S & 5 Qo
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2.6. ICH-GCP 7}ol=2Ql

ICH-GCP E6 7lol=ghl> 1996del Alg ol dAAZA AFAH ]
AA, 738, 715, RaE fst &ldolal ARl wA BFO R AREE I
STt ICH+= The International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use2] ¢Fz}=
Good Clinical Practice: ICH/GCP)< frd, 4, #=¢ AT 7#E9
FAE Aol 1996 AmEQAch VY owE, {9, dBEE FHOE

‘ICH(International =~ Conference on Harmonization)’ 2h= 79|
1992 F-E Al A Aokl dAlo] Q5= AAA 2 A EA =)
AN g Ui Wb AREQIa, o] lojEeRle oy A9
Z QAAMEE BFESetaL qrAlE =] AR HolHE A
# 9} 5 37 fg HZo] 7k Ark ICH-GCP 7hol=ekle] 9

AFAIE 97 R3S ®HAsta, AAE dolEe #A4@
A2}, IRB(Institutional Review Boards) &
H opeFst ol BAAS HAS Aok Foln 9]

b e YAAEE gu7I71Y A, FEAdES

7l S8l FaEE B 1A 487HA e EdA e ARl
th. ICH-GCP 7tel=ehdle t=3 22 2 7k 34 435=
2 75 Qv RS (A dd, b, BXE BA,
Z (AE 7Fsd AL 9 aedF el ek AJE AA)), #8h4
FA4 AEE 7 °H"q 7Fsgk HiolHE AAdstr] flal #8ha] wRjo =
stal 3, "oy 744 W 7dd (PEAE dolg e A,

g XL) ol #AALE] A (YAt HA-HE o F A
A2 D 7EE FARAEE] g AQEs gEs] Qo)) ol olst A
Aol ZIRkete], A2kl Al o xpe] A4l IRB 419, &9, Y4AE
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O30 N Do XN R oHE o )

FUEE, HdA wma, Holy we] 8 Fd BT 715 B 5o 8ol
1€ﬂ°i Stk ICH-GCP 7hol=gele Mz 7522 @A A

19 ICH guideline for Good Clinical Practice as Published in the Federal Register May 9,

1997.
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ARz AdAE F3e 7lFor dy Ay glon, W
TAG=S Al ZholEeklS AdAT T F Ao 21
Aestn vk $EueleE o] ICH-GCP  7lol=gels 1A ghst
20015 KGCPE Aldstaleor, 2011dol= ookF T2 ¢hxde] sl
T EEE) EE 4] JoF AE #YTIE(elsk “KGCP™ 2
stop) o= Agate] dAAAIEE #dEskA =t

ICH E6 A o]%F AAIEE 1=, 3743 vlgo] S7HEaL, 53],
Al glo] Fo] 7|HF H X} (paper—based process) oA A}k HlolE 7= 4
B 2§ (electronic data recording and reporting) &% W gho] u}lz}
AERE FHIHA o] REgEojof & FHaAo]l eF¥o] ICHeA+= 20164
11¥€ ICH GCP E6[R2)E 2xst. ICH E6(R2) = dAA o= ICH
E6(RD) Q] eitel WS 7skA &a A e 239 ouE §es] s
A& WEs FrrekAY AR 23S F7Feke Addendum P O®
MAEATG. T8 W&oz dAAIH Fokot Risk(HI@ L) E sk
Quality Management, risk—based monitoring (centralized monitoring) 2
=9, CSV(computerized system validation) % Zx}xt5 g, eTMFE=
st 7= So] FrtE Aoz Qoks 4= glty. ICH-GCP 7lol=gkele
AALIALE 3] 2] @7 A ARt HEeE Ayostd+ g9z o5t
AT FYg EFoA AFT F e &84 AFCEA AFAEo] ATE

FAT £ Qe lﬂﬂ H3 gtk #U GCP it4%E ICH-GCP 14
Edz s, e deked GCPE o] S €58 e ety
k.

7Hg H W8] ICH E6 (R3) 9] WAL +2 dolg e o
A3 A E gE82ld, Fit—for—purpose A<t #2412 AAA| o] A&
T UAEF Sl 2%7} Asl P& Fe7F gl dol”He oAM= 77}
S HlolH el A =3t Ay OH*Ur &5 T U=
wgoltk Ta dAE A3 AFAde o ) AE =
A gtatz] 913l Dﬂ-& w7y, WA, 9a ]9} & AT AxE Ads
ek AR #wE W RUEE U&o] F7EHSL, Be ddskA X
WS (SUSAR) S AlgA 2 IRBe] /A o=z 2143 His|

00{' Ol
o
=)

N

d 715 1‘41?* %0“01 s dxd o
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P o]
23 At}

44 F9 38§ 74, HolH
Bt Zele] ofd Fa A,

Wgol F7ke o] MEE AT @A W
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2.7. &4

19409t 1970d o] o= m]= N
T A=rr vidE AL wdEHolx, Hl&E Al
Hdol7|= b, A2k ek ZA el A
gH3st7] st Haste] aAFgo] A ALEA] wpgEEojoF gt
Aol tdiFE7] wolth dAd &sto] W dte] wel, A2 X8R
oJokF ol o]l ZFEFEQA, ole] wel A AT FeAE HH
T+

BzAgom, AT At B AP APk BAA 1 H3ol
NHT 5 Yolok Brke LTt BA FAsgh 53, ATNH BT 5
= feld BAL B4 adel d@ $eE Hzaspl qd,

PN
T
%7

AARez dwd FR7% FS AFse Aol BEHolgh= o]
olch

olel wt A% AT FHS AT PE FFHolaw VEAHA 50l
prEAE A ol A Ame el AARE 3, doly 24, A
Hie] oj]2& BE M dA 5o F4e A F AES s b
THE Fa ok 53], wdH=a A", 2497 A, WMEE 2aA
CIOMS 7to]=kel, ICH-GCE @A 259 A AtE0] vtEA] E5dof &
BF &Y EA(SOPs) s} HolE FA4, #ake] W BE 5o 24F
Zgste] A7 AnbAel AS wol= dl Zlojskal gtk o st 7]z <l
A& SR AFES 9 A7 FUA4s =ola, Aol Ad
7bFelds HASH: H T A4gS s du ded AdwE=a A9,
A7l A, AEE BEE Fo AHFES WA AL AAdETs =
iR shejEEelel AAs wa glow, dAgtabkselAl AuAge R
AgsANE e ZdelA olE adR Hgstel Ay FFATOR
=i gk W gtAls dAs £ TN, AR AT el
whet st A8E ¢ s 540] v vhE, Zee] WA @Ay A
FAL Seds WS g A sk, VIEa Agabse] Hawe VlEs
A7IAA gelAola AARl g AEY F %= Thede AFEEh
ToF A Al A7 AR ArdoeEA dAAEe] &Yl
HdeA s AL AF sh= Aol oldd A AES
=g fHE FHeE ARE A AAHeR we W A8
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AFER I, 19909 2, SAVIFES 9 AT EEshd
sdsy] el Agsyl Adges, 1 Ad =AZETACH) 7

A%

ARk ICHS] Zhel=gpele vl #3, A2 Sold sTHo=
AgEglon, ofF W AAAem stHe] esde FIRY AGER
A A Hodeh old HAAQ] BESs thdR STkl FHE S

U
gtk SEE EAWT Q¥ AT Foks AxHo
MEe J1est PHEl ATl wk JE Aol old W3

gl 9 A& AFE 5 Yolok Atk ARAOR, P Aol ol
Haste] QTAPI FAS vhAsE e AT A3 FAHS Fua]
A W FoskAw, FA Wnss @39 BT £ Ax KA
Hgee 2Ft o] WAt o] Fxe A WL HEFUAE
M2 AR JobE NS BT 5 Ye 7Y YU 2ol Ao
e A, AR dYn A%H9 AFe B, Telw ATHEY
A9 Fol7k old@ FIL olFE d FL¥ 4¥L ¥k adn
FAZEel HE A qWe ofel uekel AN AR BRI JFS

MAL, AAXYA U ATBFAE BE Bz 4L H
o597 JFS v e,
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E 2. 78 49A9T #4E A v
T4 A= g9 £4
Nuremberg 1947 Q1A A 3] o st A2z AARHE &
Code 293 A A &Y
7S Yetr] fel
7N e
A FolE AFxst
oAzt gt o]l -
A9 +4 2F
Helsinki 1964 AI7HS oz MA YgAFS] (WMA) ol A]
Declaration (F718 0= 3t oA+ A7
Aol AEEEEIEDE
AAE 29
AT EZIZHT x4
A S XA
Belmont Report 1979 = W AEYsE Aol A A+EZ,
YAt Aol Aol =
=9
A seolet ¥
A AR Az
21CFR50 1980 AAAIF Oigt AAI A A
(F714 oz n= AW 4 Eol= 93 FDAY
HHlolE) 54 4
ZZAQ AH 9t
ZpkA Fol Q-
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45 CFR 46 1981 A ol st "Common Rule"=
(20184 = AW 13 A
7179)

CIOMS 1982 TR Ay = WHOS$} CIOMS 9]
guidelines (F718 02 AARY 7oA FF =E
E ™ o] &+ o]
AdolE) Ay o kA - qorsk  quke]
AT =4
AT ol A
3% Hujel  ¢3
A48t v
ICH-GCP 1996 Ao e A Z3}
oA FAV|E 3ol ICH) oA A1 d
= RS- U R 9
NS A%
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A3 FU AT SEAES 7R3 A
3.1. EY71-1990d ] gJekE AAE 73 EY
3.1.1. 3 IAAAE Q49 FAFG 7] s ¥§

AAFAIE el tist A2jo] M Al7], S-Elufetel] Alekolu} Q1A E o
s dEA7] AjFEE e QAEHE Do SAsdA FEolth 19814
108 31d EAdR AAN"E 7kl wWEWH YE O HEGEE)

= , 29 7188 ko r AARE A QAEFHEe s
A= 9F 3AEo]l HAAAEeL RAARS R ok, 7 Wl oAt
Aedchs Ygol BEEr, 2 1980dY] JEHHAES IFyYs
AAAoZ o}z AN Fo] drwA e AR HFaiy ¢
ATH A & AEa, T W ol aAEA L TS UG
gast gye wEAA kel AR s Akt =g Eo)
A E G THE BE o] HAAS|Fol= WE SAEEFH FsAte] ofgh
AEHE AFAH* AEE 7+ F A JAF FUdAE o =

>
{1 gt
=
k)
|
2
Ml
|o
A

0 QEHAR(FN)S Hx7 AR Alo|EFQIo® 1975 A|E7F vpolg] Ao 795 g2
ZaE AFEold AA o] upolg Ao et duMEAdR A3 dEF 19819 HAA
Az & waw AENEY @] sdRi, BARoR Qe AgE
A &AL @A el Al QEwEe 2w W, ekl 37b4 ERlY]
S = MO met thEA =3 QU

2L QAR o o= 31F 10018 FoAS )l 911, e AT ZE 9 3 40t o
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AREAAT Tl A AFTE 25 AFEATs AL dviEe
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ot 1980dd] Ewkak FHE GA] = el
Medical Journal(1960—&#), The Seoul Journal o
1984) ', wedigtn o#Hs =&FH (1964-2000) < oFHojst 23
st&x 9} Journal of Korean Medical Science?l 22 F3sh&A]9
FuE =, iE sex dolEuolAsE HAEMKESS w, ¥4 (Original
Article) 2 #75 e =uwet A4 d7EY ol HdAPH st
A7t ekt

ole diall WFE(1989) & 1987 HZAALS|F AR 9JoFE QA
#Y71EE AFAN, FF 13 e|A BEAMRAGHRo] e 14

28 013)7], 384, ke (1991) 7149 A127W A63

29 Feinsein AR (1974) Clinical biostatistics IIV. Survey of the statistical proceduresin

general medical journals. Clin Pharmacol Ther. 15:97—-107. o w24 1977d 10€¥€
1955 1978d 3¢ 31474 The Lancet, The New England Journal of Medicine*] ©]
e 31189 A =519 dFIHES A A3 BAE AT 60%, 2848 AT
20%, AAA A7 39%= YERd Ao uvlE, A7HHEE 9 SAAGIHE AL
G oe] Ao nvlE] AL AL & F A3, AlFwA %‘gé HolgErh AdaEHS
A FEAEoY AT E idl] Fast o] AWER gt FeA] ¢S 3outh

30 #)ZF< (1995) The Seoul Journal of Medicie 36(4):257—260.¢] WEw Z2%7]dE=
A& fA (1960-1976) 2, FREZ|de  [ASEAEMGE] (1977-1984) 2 SHl7]of =
The Seoul Journal of Medicine(1985—-1995)° 2 WAHS WAHS}FL, d1d FO=2
19954 #Hztakglth

SR 5 Ame B selsjEohd, o FF ARE % AFESol4,
9 2 g S B, opp 2o B Qdd 3, vhelels widAl W
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A= ABLAE g vk glo] Ao ddAIHolY KGCP7E =3 H A
AR ol AR, TREG uEte] A ok WA ofmjefA
Sl Hed wdl A Aleko]l itk ook dAdAoR =
gr7|de] dAF VIES FFk e 1-3% dINE= D ¢ e
ol7lo]l ztFolAA ekskthe olfrE A 1 Uth ¥ 1980dd Fwkwk
= HYGAA (GLP), YA (GCP) 7hol=ekl, SAAY 7ol Eagelol
EAEA ekgkar, Al AleksvhE fd ddAES 719 flsler,

sd o vHI" ARG FRE)S Hdd 95

st kAol aes HHs e YEHAE
QoA AP E Fd o= AEe fFEA
dujsty] s uAl s W Felsts Axle] 3 2]
o]t e)selA ookEs FSlEiA weistaat st oRARY
A26z0] wet QAAIE Ao 1 =

= O 15

oAzl AlE& AFReE A FIHTe THCER 19809l Fub
sheol A Hgom JEgstd o okE Aol ARHTY] AlFstlET], o
tfet Feke HdEA ATt (Prospective study) €A, A& w7 (Phase) ol u}&
ATHAAE ZFA=A, ATFAY7IFH AFFAY S e AR1A
ol wet ddsE Qo 83 25 olg] FAZAoR dAAE Hxd
oAl AHANE T M As AY SA AP R ERlEe AL
Journal of Korean Cancer Research Association®] ZAlA¥E A+

32 wat% (1989) Korean good clinical products (KGCP) and the prospects of clinical trials
in Korea. Epidemiol Health 1989;11(1):32—-41

Boardoetga 20209 793 AdLEAA &EH dE AEF UE T RH. A
ool A1 = AdE ¥ Al Jlol=eilzal gld fElvElrt Ul Al A
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Faositda #ste], Aol L e HEHRE FU AtIAY FHE] S8
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oocytes were donated by 10 women under 30 years old (Table 1C, bottom row).” =
EEES

4 1 evine C. (1988) Has Aids Changed the ethics of human subjects research? Law Med
Health Care. 16(3—4):167—73.
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BV

Review Board on Human Subjects
Research and Ethics Committees
(Hanyang University Hospital,
Seoul, Korea). Donors were fully
aware of the scope of our study
and signed an informed consent
form (a summary of the informed
consent form is available in the
supporting online text); donors
voluntarily donated oocytes and
cumulus cells (including DNA)
for therapeutic cloning research
and its applications only, not for
reproductive cloning; and there
was no financial payment. A total
of 242 oocytes were obtained
from 16 volunteers (there were
one or two donors for each trial)
after ovarian stimulation.

DNA do]g % &7]HX NT-1
A 23, 47 A% A9 Bt

approval for this study from the
Institutional Review Board (IRB)
on Human Subjects Research and
Ethics Committee at Hanyang
University Hospital, Seoul,
Korea. Oocyte and somatic cell
donors were counseled by two
IRB members to ensure that the
donors were fully aware of the
scope of the investigation and
that no

benefits were anticipated.

immediate clinical

Donors were fully aware of the
scope of this study and each
signed an informed consent form.
Both of the parents of children

underl8 vyears old donating
somatic cells were similarly
counseled, and each signed

informed consent forms on behalf
of their child.
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3.4.2. A& ANl AT v ¥

(1) IRB AX )

AEes Mg gx FelAde olnl st 9 APiE Fofof A
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= sh9] FHEF ddste] AV HA IS ¢ 1 dd SHE uol:oﬂ/q
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g o= cHuEet AJAAE E= vidsta, HdAZYR
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ol Hdeknto]l @ ojekmel wetol AfEE WA g Ze Alstas
FepAb) & WEEE st St (DA R 9 ddnte] e ookE kA

B A e e Mg A3EAZE)
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defidslela  wdetal g, o] Adefdss Ao e
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O™ 4. 2147 AEHY MEE 7IdEske AN Hole 217 HL #¥
=399 U o|s|BAAR EFHF (FA: Everylife Foundation for Rare diseases
EHo]A]) 86

86 Everylife Foundation for Rare diseases (2016) Rare Disease Advocates Join President
Obama and Vice President Biden in Signing of the 21st Century Cures Act.
2016Decemberl3 (https://everylifefoundation.org)
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ogtxoz 7Pg AFAL e wxrF " ARdo] mmoA Lk
A o] HE SXAA A G ARsd Hdwoln. daEA
%52 Cystic Transmembrane Conductance Regulator; CFTR) -4 #}2]
sdWol2 Q] At fd Ao r EAG HAol T|HIA e 2
oS Tol Aze 57 9 &gV EAE fEdid 5571 4
A &AL 71 AAo® yely=d Aol #Hel VA E grol Ay ska,
TIHORE 3575 e AL 23] EAle 423 &40 HFo=
Astol JoF F Zolizk EAsta, FeH Ay winE olojd 4 e -7t
ATE T fJelE FEFEAR A WS AA, AT, o] AwrEQl A%
A At sol yEhdeE WA Adglolth, JEAREE 3F7] SAES
dsleta ST AL fot Fow FAARE ¥ FES Amsta,
SeElAE A JAE A wEo] &S HGA FEE Zokrv FR
R AR SFAERE HAY MES w7 9 HHE ARSI ou
AREARQl AREe TS d3A 7= Aol AFola F=42 d WHS
N AEHIRT 2"d CFTR FAAE B a2 AdA7l= 4%
A5We MEA Este], o AWe dorl= CFTR #AAE A4
FAAZR vl AN Fd a4AE AH s F A s =9l
M=7] Alzekedvt. Kalydeco (Z@]ulal) 9 Trikafta(E2]7F2e}) 9F 22
oFE O] e dF Fxe ZEAQ {FHF AEs dATdoEN FAEA
e Axme d8& dod & Soes 7IdE Wkt CFTR =d®olE
BAHROE e FES & Al ZFFEojop sth= o)A o]

71E sEtolokEd =

A7 = JAek. FARSE AlojArE wiEw X5 ZAox JdE CAR-
T (Chimeric antigen receptor (CAR) T-—cell) X ZAo|tt. CAR T A3
77 b8 Wy W] 9 oE o XYY AEsEE A gdd Mxzet
ZIeF AW AEE Foles Q AR AMERQD B2 A4l T AE=E
W=t AHolth mlm AFO ek (FDA)S  2017d w4 HEZRA
Wy (ALL) of’dlo] A= 5

7 olFE BEAY HEFH oA F7FY 2 A4 994 As
FAEA=, olgA FAHY] A et Z =
ASE A 59k FrAbsE A A 5R0] Al SAE Slsh B4 AR

gulE 7HA g Al g og-4do] AT Living drugel#tils 2+
CAR-T A gA= FAZFE AFHS THEZE AREsH] witol oA

_
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Aolgls k= Fosks AAE oA AR P fAEFEH d9%
AHAstel TAXE Festy, Az AxAAS AR wujA xdel
7Vl g FE8A  Ex CARZH: 55 @HEs AAEEH

FAFstdor xAsith, CARS Ax7F A2 45 A Ax) el
EAskE Fdolgta st 54 wide] RS ¢ RS E8ae
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Ze] oMol FxEST. ©]= The Regenerative Medicine Advanced
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4 fedete Aol ZA7|FH2AE AR webs o
ARE o7 sk
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WA ThsAdel EAET. olgAl ARbAQl G ojekE e vE
NEd ge 9 gHoetE S AFuds Adse de)g
Al Z ook Qb 2= Hhnlo] @ o] okE e}
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+7F ol AZIA Ho  fokE AE FARE o] ofd
Azl Hast Il At HE wFS F7F o|Felol A&
T 7 Qe Aol Folx = Wt lith

AdAAd 3 #dste] =3 fFARsE ARE vluste] B, 94
=& 214171 AH9, A58 AgHOoZ 2016d FDCA (Food, Drug, and
Cosmetic  Act)ell AME ekE #FZE  'Regenerative Advanced
Therapy RMAT)'E A3y, YAATF A A+ RAT (Regenerative
Medicine Therapy)® Ad2ste] AR Hols FEstAF 3T o=
= o 3= 20219 gAbel Al HAIFRQL Al AERWS US A&eH
Agasta, A5 FFo ANkA s 98 21417 AR'e sk 1214171
AH 2.0 LxstAA ZledAld A S S Iy dd A=
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3.5.3. ¥4 A9 71#9 A
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wAystth, 53], daAdgs dgATet 2ol vizketa Exbek
A olgst AV 9L FEHA v dA HEANYE
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Faggst AXg 23 $2 AAS olgshs A9t web 1
g AT ZHo] LA S S AFTEREY B AVE

mefslof Stk ol AAHch 1w fAYRE chEel wek AAYn
=% Jbed, WAAB] U@ ABAS AU RoAw xS Aoz
A AAA B 558 fedel TN 8% & Ak A wo W

A A = e
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3.5.4. FFAT TI3et HEH & AAY AL

20200 el ARse b AgAaEe EAwS otk
@7I71E &I 7)Ee rErM, & AW, X7, 9us st
g v71e axew dRn gglov AANWIEs17(n Viiro
Diagnostic Medical Devices, IVD) 2] SAdo] ZFZ2E WA, oo tfst HEe
WA AR we dedel AVIE. WA oled deds AV e

58]9) Ak Alolh 20184 29 199 shstutol o @8l A 91719 E 2 3] 9]
8 RARANAs 03 QA AfBED FEFA
ANARRA] FAAGE R4S 7 2B F ARSI, o
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Fxodeh A5Vl AR A HS jlo] A AEE S
AR %, 1% AH se wddes V7R, O AR A A
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4.2. B33 control tower A

vt AT&Y AT AxE BRAEXR AFJekEQMARE o]
Hol Qlu. AFoekEetdA  YelME AdA =} 17
TaHe] ZF FAef wE o] AlEA T
A&l Fwsk a7l flo] ol MAH= 3
ojkE I w779 tHAI ATl TAES
o ® ot A9 &84 TS A5she 9Ts ot A TSR
=2 ARG AFA A Pty d3E Jtol=Eils AFEH]

Aall 3% AFS vldeE =85 Blh”

0= ASEoj ok (FDA) 3 Q17+ 1.5 = (OHRP) 7+e] kel zkA] (MOU)
£ vhAste] vl5 RAEAF-(HHS) S 74 7131 + 713 1+ 23S
3 LY dYAE AT e Holvth FDAE /MAE dw 2%, ook ¢
sPEH (ols 7 )S Hays Aske 7kHa, (21 U.S.C. 301, o3k #5).
o] HAgtel we} FDA+ Hiole A x] RUEH (BIMO) Z2IHE 3
FDA 1Al t%d 79 3 2 Hyd BE SHE ZYEHE] fst Axt
gl glo]g 7FA}ES A Al OHRPE United States Code #15% (5 U.S.C 301,
42 U.S.C. 00v—3(b) % 42 U.S.C. 289)9 @gto] we} A= n, OHRP+=
HABARIL AL3tAY Fa8sts Ao st QI A7 Be Tz
(HRPP) o dist F7}5 st AL 2lvetet fAFsk.

FDASH OHRP= 5 713 b HolHy &l v =35 7M1 Sl o

2
o

P

[

o
-
N
=
dlo
N—

3o QAR 2D UAR S 2o 0 dolEd B2 nAsuA
9 AR THeE 2 gtk vl AR ks WA fAel o
o R FAEA GRS wEHolol Y6, FRINE AR Yt HAO
= ARen vk w3, 2 9e 489 QaES fd 39 A 2T
2 Agsta, 7 719 BYo] ot ol FAsn 45 el AL A2
7 s 97129 3% % AAstn Yok £ F /1B RB FE

9 gkare] Aok A<l FDASH =9 HANAR 9&g = OHRP7F Memorandum of
Understanding Between the Food and Drug Administration and the Office for Human
Research Protections& Wiste], A7 FIPA| ¥Fo=x ALy A7 A sl
Asle= oS st b Qlth. httpsi//www.fda.gov/about—fda/domestic—
mous/mou—225—-18—-014
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3 A (European Union)d A$+ F4H gFEH (EMA)o] EUS
Az A oA, ookE TS st AIAES fFHel YT 19959 FH
23842} (Centralised Procedure, CP) 4 Atz elZdxal (Decentralized
Procedure, DP) & A& 3= &5& AZ3A . EMAT 9 ekE s17HE 9

HHA, FEA, B Fol disl] HAksks 9EE& shar, Abskel 7719 91493
= AXsla vk EMAE Aoz 37 B3 9] oekE Aol o)
st /-3 A W 97 58S Y% 2 o|H, Clinical Trial Regulation
(CTR, Regulation (EU) No 536/2014) & #5387 €y, 1 99 <
gaidE 7|24 0% General Data Protection Regulation (GDPR,
Regulation (EU) 2016/679)% &= 7/MAAFARHET] #3t 74, EU
Charter of Fundamental Rightss 7|RFC. 2 A Arte] djs] #elstar
o #E H = EMAL X National Competent Authorities (NCAs) ¥}
Data Protection Authorities (DPAs)©] Z}z} 7} EU 3| =olA LA AT
d5s st st o5 HolEE vE W d- A4S TFeeA

Q3= 98-S 3 Qlth Clinical Trial Regulation (CTR, Regulation (EU)
No 536/2014)01]/\1—2 o] 1AL wlol = A WYl thal Article 2
DefinitionZ &4 Clinical Study$} Clinical trials F-E3tAA o] 4 &

9 (1) CHMP(Committee for Medicinal Products for Human Use) Al&ol|A] Folste=
ook th3k AoE = AEQ W3], (2) PRAC(Pharmacovigilance Risk Assessment
Committee) 2JoFFol tist PSS H7Iskes 93], (3) CVMP(Committee for
Medicinal Products for Veterinary Use) SeFgEo] gt HoHds], ()
COMP (Committee for Orphan Medicinal Products) 3|79 ekEo] sk Aod3], (5)
HMPC (Committee for Herbal Medicinal Products) &2k o] tfdt 221993, (6)
PDCO (Paediatric Committee) Z:¢F8 oJokEel| digt EUM S F33te totglds, (7)
CAT (Committee for Advanced Therapies) FwrA|Ao] that Ao £¢3]

-

95 Clinical trials — Regulation EU No 536/2014

9 Clinical study® Q7+ iAo ® e RE AFE A 93t1, Clinical trialS 3 7H2 3]
o)A &S 9wttt ‘Clinical study’ means any investigation in relation to humans
intended. ‘Clinical trial’ means a clinical study which fulfils any of the following
conditions: (a) the assignment of the subject to a particular therapeutic strategy is
decided in advance and does not fall within normal clinical practice of the Member State
concerned; (b) the decision to prescribe the investigational medicinal products is taken
together with the decision to include the subject in the clinical study; or (c) diagnostic
or monitoring procedures in addition to normal clinical practice are applied to the
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FH Ul F35E e dAAEE #SeAN veA dTe FEHA e
g YajEe] it vl AT e dA 4 2D HEC ek &7 49
o AR FoL W= slu 9JomY A el wet AFES W)
AalA = AFEBALE] Fdo] Hast A7t AT, FHAT 2olA
Wwro Fgo® At e v Itk oldR fye AR ARG
Atk HE QTR #erh Ha 7] dwel, A7 543 Fiel o
g} Mol o Afe TEv ook AR A9 EMAS sk A
oAl = A F AR EC(Ethics Committee) & &%= 7132 A2 $1¢ 3]
E]\_:_

A A E Rdsta AGE FdskH =57 wEolth B3 §HS A E
| = ATl dist a&4 #AYE & SFEIAAIU =
o8 Ao thsfA+=  European Network of Centres  for
Pharmacoepidemiology and Pharmacovigilance (ENCePP) & A *]3}¢of H|Z
A Ao st 71+ vl Ak 849 21 European research area (ERA)
5 dAst] 9 W A ARy 22 RS AAFgozH A BEY a&
A& ol sk x9S 7lEola QT
FEvet GA] ko R AT F- Al 71, AksAF A A, A
TA, @A A E S o] AAIA (1] FH Yol ﬂ 2148 o gol7] o
o, ol Atole] FH2 ddl YA AFtelA HAstE Hiet &84, A
A, =4 BAE ddet= b 54
grtete] A BARAE, AFoRE A T8 i AFoekaddA W ¢
A=) 87 ]x““ﬁr HAAAT 7 A T AT FA 9} JNE E e

subjects.

97 European Federation of Pharmaceutical Industries and Associations (EFPIA). EFPIA
Code of Practice2019: [35 p.]

98 de Lange DW, Guidet B, Andersen FH, Artigas A, Bertolini G, Moreno R, et al. Huge
variation in obtaining ethical permission for a non—interventional observational study in
Europe. BMC Medical Ethics; 2019. p. 20. o] W2% oy, §3 A3 o 37 &84
AR g A 23 grdo] g = Svke Aol A7E7|E skl

9% Seyi—Lande, O.B., Layode, O., Naiho, H.N.N., Adeleke, G.S., Udeh, E.O. & Labake, T.T.
(2024). Circular economy and cybersecurity: Safeguarding information and resources
in sustainable business models. Finance & Accounting Research Journal, 6 (6), pp.953—
977. DOI: https://doi.org/10.51594/farj.v6i6.1214
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107 21CFR50 Protection of Human Subjectse]l %22 FHEsle d3AE S 7o)
Aol=Elo] Ut} Investigator means an individual who actually conducts a clinical
investigation, i.e., under whose immediate direction the test article is administered or
dispensed to, or used involving, a subject, or, in the event of an investigation conducted
by a team of individuals, is the responsible leader of that team.
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10 Swaroop N, Ravindra J. Int. J. Pharm. Sci. Rev. Res, 2021, A Review on Virtual Clinical
Trials: The Future.
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= 1. The Nuremberg Code (1947)
Permissible Medical Experiments

The great weight of the evidence before us to effect that certain types of
medical experiments on human beings, when kept within reasonably well—
defined bounds, conform to the ethics of the medical profession generally.
The protagonists of the practice of human experimentation justify their
views on the basis that such experiments yield results for the good of
society that are unprocurable by other methods or means of study. All
agree, however, that certain basic principles must be observed in order to
satisfy moral, ethical and legal concepts:

1. The voluntary consent of the human subject is absolutely essential. This
means that the person involved should have legal capacity to give consent;
should be so situated as to be able to exercise free power of choice,
without the intervention of any element of force, fraud, deceit, duress,
overreaching, or other ulterior form of constraint or coercion; and should
have sufficient knowledge and comprehension of the elements of the
subject matter involved as to enable him to make an understanding and
enlightened decision. This latter element requires that before the
acceptance of an affirmative decision by the experimental subject there
should be made known to him the nature, duration, and purpose of the
experiment; the method and means by which it is to be conducted; all
inconveniences and hazards reasonably to be expected; and the effects
upon his health or person which may possibly come from his participation
in the experiment.

The duty and responsibility for ascertaining the quality of the consent
rests upon each individual who initiates, directs, or engages in the
experiment. It is a personal duty and responsibility which may not be

177



delegated to another with impunity. 2. The experiment should be such as
to yield fruitful results for the good of society, unprocurable by other
methods or means of study, and not random and unnecessary in nature.

3. The experiment should be so designed and based on the results of
animal experimentation and a knowledge of the natural history of the
disease or other problem under study that the anticipated results justify
the performance of the experiment.

4. The experiment should be so conducted as to avoid all unnecessary
physical and mental suffering and injury.

5. No experiment should be conducted where there is an a priori reason to
believe that death or disabling injury will occur; except, perhaps, in those
experiments where the experimental physicians also serve as subjects.

6. The degree of risk to be taken should never exceed that determined by
the humanitarian importance of the problem to be solved by the experiment.

7. Proper preparations should be made and adequate facilities provided to
protect the experimental subject against even remote possibilities of injury,
disability or death.

8. The experiment should be conducted only by scientifically qualified
persons. The highest degree of skill and care should be required through
all stages of the experiment of those who conduct or engage in the
experiment.

9. During the course of the experiment the human subject should be at
liberty to bring the experiment to an end if he has reached the physical or
mental state where continuation of the experiment seems to him to be
impossible.

10. During the course of the experiment the scientist in charge must be
prepared to terminate the experiment at any stage, if he has probable
cause to believe, in the exercise of the good faith, superior skill and careful
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judgment required of him, that a continuation of the experiment is likely to
result in injury, disability, or death to the experimental subject.
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H-Z 2 Declaration of Geneva (1948)

AT THE TIME OF BEING ADMITTED AS A MEMBER OF THE MEDICAL
PROFESSION:

I SOLEMNLY PLEDGE myself to consecrate my life to the service of
humanity.

I WILL GIVE to my teachers the respect and gratitude which is their due;
I WILL PRACTICE my profession with conscience and dignity

THE HEALTH OF MY PATIENT will be my first consideration;

[ WILL RESPECT the secrets which are confided in me;

I WILL MAINTAIN by all the means in my power, the honor and the noble
traditions of the medical profession;

MY COLLEGUES will be my brothers;

I WILL NOT PERMIT considerations of religion, nationality, race, party
politics or social standing to intervene between my duty and my patient;

I WILL MAINTAIN the utmost respect for human life from the time of
conception; even under threat, I will not use my medical knowledge
contrary to the laws of humanity.

I MAKE THESE PROMISSES solemnly, freely and upon my honor.
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H-Z 3, Declaration of Helsinki (1964)

INTRODUCTION

It is the mission of the doctor to safeguard the health of the people. His
knowledge and conscience are dedicated to the fulfilment of this mission.
The Declaration of Geneva of The World Medical Association binds the
doctor with the words: "The health of my patient will be my first
consideration" and the International Code of Medical Ethics declares that
"Any act or advice which could weaken physical or mental resistance of a
human being may be used only in his interest." Because it is essential that
the results of laboratory experiments be applied to human beings to further
scientific knowledge and to help suffering humanity, The World Medical
Association has prepared the following recommendations as a guide to
each doctor in clinical research. It must be stressed that the standards as
drafted are only a guide to physicians all over the world. Doctors are not
relieved from criminal, civil and ethical responsibilities under the laws of
their own countries. In the field of clinical research a fundamental
distinction must be recognized between clinical research in which the aim
1s essentially therapeutic for a patient, and the clinical research, the
essential object of which is purely scientific and without therapeutic value
to the person subjected to the research.

I. BASIC PRINCIPLES

1. Clinical research must conform to the moral and scientific principles that
justify medical research and should be based on laboratory and animal
experiments or other scientifically established facts.

2. Clinical research should be conducted only by scientifically qualified
persons and under the supervision of a qualified medical man.

3. Clinical research cannot legitimately be carried out unless the
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importance of the objective is in proportion to the inherent risk to the
subject.

4. Every clinical research project should be preceded by careful
assessment of inherent risks in comparison to foreseeable benefits to the
subject or to others.

5. Special caution should be exercised by the doctor in performing clinical
research in which the personality of the subject is liable to be altered by
drugs or experimental procedure.

II. CLINICAL RESEARCH COMBINED WITH PROFESSIONAL CARE

1. In the treatment of the sick person, the doctor must be free to use a
new therapeutic measure, if in his judgment it offers hope of saving life,
reestablishing health, or alleviating suffering. If at all possible, consistent
with patient psychology, the doctor should obtain the patient’ s freely
given consent after the patient has been given a full explanation. In case
of legal incapacity, consent should also be procured from the legal guardian;
in case of physical incapacity the permission of the legal guardian replaces
that of the patient.

2. The doctor can combine clinical research with professional care, the
objective being the acquisition of new medical knowledge, only to the
extent that clinical research is justified by its therapeutic value for the
patient.

ITII. NON—THERAPEUTIC CLINICAL RESEARCH

1. In the purely scientific application of clinical research carried out on a
human being, it is the duty of the doctor to remain the protector of the life
and health of that person on whom clinical research is being carried out.

2. The nature, the purpose and the risk of clinical research must be
explained to the subject by the doctor.
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3a. Clinical research on a human being cannot be undertaken without his
free consent after he has been informed; if he is legally incompetent, the
consent of the legal guardian should be procured.

3b. The subject of clinical research should be in such a mental, physical
and legal state as to be able to exercise fully his power of choice.

3c. Consent should, as a rule, be obtained in writing. However, the
responsibility for clinical research always remains with the research
worker; it never falls on the subject even after consent is obtained.

4a. The investigator must respect the right of each individual to safeguard
his personal integrity, especially if the subject is in a dependent
relationship to the investigator.

4b. At any time during the course of clinical research the subject or his
guardian should be free to withdraw permission for research to be
continued.

The investigator or the investigating team should discontinue the research
if in his or their judgement, it may, if continued, be harmful to the individual.
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E-= 4. National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research (1979)

Ethical Principles & Guidelines for Research Involving Human Subjects

Scientific research has produced substantial social benefits. It has also
posed some troubling ethical questions. Public attention was drawn to
these questions by reported abuses of human subjects in biomedical
experiments, especially during the Second World War. During the
Nuremberg War Crime Trials, the Nuremberg code was drafted as a set of
standards for judging physicians and scientists who had conducted
biomedical experiments on concentration camp prisoners. This code
became the prototype of many later codes intended to assure that research
involving human subjects would be carried out in an ethical manner.

The codes consist of rules, some general, others specific, that guide the
investigators or the reviewers of research in their work. Such rules often
are inadequate to cover complex situations; at times they come into
conflict, and they are frequently difficult to interpret or apply. Broader
ethical principles will provide a basis on which specific rules may be
formulated, criticized and interpreted.

Three principles, or general prescriptive judgments, that are relevant to
research involving human subjects are identified in this statement. Other
principles may also be relevant. These three are comprehensive, however,
and are stated at a level of generalization that should assist scientists,
subjects, reviewers and interested citizens to understand the ethical
issues inherent in research involving human subjects. These principles
cannot always be applied so as to resolve beyond dispute particular ethical
problems. The objective is to provide an analytical framework that will
guide the resolution of ethical problems arising from research involving
human subjects.
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This statement consists of a distinction between research and practice, a
discussion of the three basic ethical principles, and remarks about the
application of these principles.

Part A: Boundaries Between Practice & Research
A. Boundaries Between Practice and Research

It is important to distinguish between biomedical and behavioral research,
on the one hand, and the practice of accepted therapy on the other, in order
to know what activities ought to undergo review for the protection of
human subjects of research. The distinction between research and practice
is blurred partly because both often occur together (as in research
designed to evaluate a therapy) and partly because notable departures
from standard practice are often called "experimental" when the terms
"experimental" and "research" are not carefully defined.

For the most part, the term "practice" refers to interventions that are
designed solely to enhance the wellbeing of an individual patient or client
and that have a reasonable expectation of success. The purpose of medical
or behavioral practice is to provide diagnosis, preventive treatment or
therapy to particular individuals. By contrast, the term '"research'
designates an activity designed to test an hypothesis, permit conclusions
to be drawn, and thereby to develop or contribute to generalizable
knowledge (expressed, for example, in theories, principles, and
statements of relationships). Research is usually described in a formal
protocol that sets forth an objective and a set of procedures designed to
reach that objective.

When a clinician departs in a significant way from standard or accepted
practice, the innovation does not, in and of itself, constitute research. The

"

fact that a procedure is "experimental," in the sense of new, untested or

different, does not automatically place it in the category of research.
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Radically new procedures of this description should, however, be made the
object of formal research at an early stage in order to determine whether
they are safe and effective. Thus, it is the responsibility of medical
practice committees, for example, to insist that a major innovation be
incorporated into a formal research project.

Research and practice may be carried on together when research is
designed to evaluate the safety and efficacy of a therapy. This need not
cause any confusion regarding whether or not the activity requires review;
the general rule is that if there is any element of research in an activity,
that activity should undergo review for the protection of human subjects.

Part B: Basic Ethical Principles

B. Basic Ethical Principles

n

The expression "basic ethical principles" refers to those general
judgments that serve as a basic justification for the many particular ethical
prescriptions and evaluations of human actions. Three basic principles,
among those generally accepted in our cultural tradition, are particularly
relevant to the ethics of research involving human subjects: the principles

of respect of persons, beneficence and justice.

1. Respect for Persons. — Respect for persons incorporates at least two
ethical convictions: first, that individuals should be treated as autonomous
agents, and second, that persons with diminished autonomy are entitled to
protection. The principle of respect for persons thus divides into two
separate moral requirements: the requirement to acknowledge autonomy
and the requirement to protect those with diminished autonomy.

An autonomous person is an individual capable of deliberation about
personal goals and of acting under the direction of such deliberation. To
respect autonomy is to give weight to autonomous persons' considered
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opinions and choices while refraining from obstructing their actions unless
they are clearly detrimental to others. To show lack of respect for an
autonomous agent is to repudiate that person's considered judgments, to
deny an individual the freedom to act on those considered judgments, or
to withhold information necessary to make a considered judgment, when
there are no compelling reasons to do so.

However, not every human being is capable of self —determination. The
capacity for self—determination matures during an individual's life, and
some individuals lose this capacity wholly or in part because of illness,
mental disability, or circumstances that severely restrict liberty. Respect
for the immature and the incapacitated may require protecting them as
they mature or while they are incapacitated.

Some persons are in need of extensive protection, even to the point of
excluding them from activities which may harm them; other persons
require little protection beyond making sure they undertake activities
freely and with awareness of possible adverse consequence. The extent
of protection afforded should depend upon the risk of harm and the
likelihood of benefit. The judgment that any individual lacks autonomy
should be periodically reevaluated and will vary in different situations.

In most cases of research involving human subjects, respect for persons
demands that subjects enter into the research voluntarily and with
adequate information. In some situations, however, application of the
principle is not obvious. The involvement of prisoners as subjects of
research provides an instructive example. On the one hand, it would seem
that the principle of respect for persons requires that prisoners not be
deprived of the opportunity to volunteer for research. On the other hand,
under prison conditions they may be subtly coerced or unduly influenced
to engage in research activities for which they would not otherwise
volunteer. Respect for persons would then dictate that prisoners be
protected. Whether to allow prisoners to "volunteer" or to "protect" them
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presents a dilemma. Respecting persons, in most hard cases, is often a
matter of balancing competing claims urged by the principle of respect
itself.

2. Beneficence. — Persons are treated in an ethical manner not only by
respecting their decisions and protecting them from harm, but also by
making efforts to secure their well—being. Such treatment falls under the
principle of beneficence. The term "beneficence" is often understood to
cover acts of kindness or charity that go beyond strict obligation. In this
document, beneficence is understood in a stronger sense, as an obligation.
Two general rules have been formulated as complementary expressions
of beneficent actions in this sense: (1) do not harm and (2) maximize
possible benefits and minimize possible harms.

The Hippocratic maxim "do no harm" has long been a fundamental principle
of medical ethics. Claude Bernard extended it to the realm of research,
saying that one should not injure one person regardless of the benefits that
might come to others. However, even avoiding harm requires learning what
1s harmful; and, in the process of obtaining this information, persons may
be exposed to risk of harm. Further, the Hippocratic Oath requires
physicians to benefit their patients "according to their best judgment."
Learning what will in fact benefit may require exposing persons to risk.
The problem posed by these imperatives is to decide when it is justifiable
to seek certain benefits despite the risks involved, and when the benefits
should be foregone because of the risks.

The obligations of beneficence affect both individual investigators and
society at large, because they extend both to particular research projects
and to the entire enterprise of research. In the case of particular projects,
investigators and members of their institutions are obliged to give
forethought to the maximization of benefits and the reduction of risk that
might occur from the research investigation. In the case of scientific
research in general, members of the larger society are obliged to recognize
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the longer—term benefits and risks that may result from the improvement
of knowledge and from the development of novel medical,
psychotherapeutic, and social procedures.

The principle of beneficence often occupies a well—defined justifying role
in many areas of research involving human subjects. An example is found
in research involving children. Effective ways of treating childhood
diseases and fostering healthy development are benefits that serve to
justify research involving children —— even when individual research
subjects are not direct beneficiaries. Research also makes it possible to
avold the harm that may result from the application of previously accepted
routine practices that on closer investigation turn out to be dangerous. But
the role of the principle of beneficence is not always so unambiguous. A
difficult ethical problem remains, for example, about research that
presents more than minimal risk without immediate prospect of direct
benefit to the children involved. Some have argued that such research is
inadmissible, while others have pointed out that this limit would rule out
much research promising great benefit to children in the future. Here again,
as with all hard cases, the different claims covered by the principle of
beneficence may come into conflict and force difficult choices.

3. Justice. — Who ought to receive the benefits of research and bear its
burdens? This is a question of justice, in the sense of "fairness in
distribution" or "what is deserved." An injustice occurs when some benefit
to which a person is entitled is denied without good reason or when some
burden is imposed unduly. Another way of conceiving the principle of
justice is that equals ought to be treated equally. However, this statement
requires explication. Who 1is equal and who is unequal? What
considerations justify departure from equal distribution? Almost all
commentators allow that distinctions based on experience, age, deprivation,
competence, merit and position do sometimes constitute criteria justifying
differential treatment for certain purposes. It is necessary, then, to explain
in what respects people should be treated equally. There are several
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widely accepted formulations of just ways to distribute burdens and
benefits. Each formulation mentions some relevant property on the basis
of which burdens and benefits should be distributed. These formulations
are (1) to each person an equal share, (2) to each person according to
individual need, (3) to each person according to individual effort, (4) to
each person according to societal contribution, and (5) to each person
according to merit.

Questions of justice have long been associated with social practices such
as punishment, taxation and political representation. Until recently these
questions have not generally been associated with scientific research.
However, they are foreshadowed even in the earliest reflections on the
ethics of research involving human subjects. For example, during the 19th
and early 20th centuries the burdens of serving as research subjects fell
largely upon poor ward patients, while the benefits of improved medical
care flowed primarily to private patients. Subsequently, the exploitation of
unwilling prisoners as research subjects in Nazi concentration camps was
condemned as a particularly flagrant injustice. In this country, in the
1940's, the Tuskegee syphilis study used disadvantaged, rural black men
to study the untreated course of a disease that is by no means confined to
that population. These subjects were deprived of demonstrably effective
treatment in order not to interrupt the project, long after such treatment
became generally available.

Against this historical background, it can be seen how conceptions of
justice are relevant to research involving human subjects. For example,
the selection of research subjects needs to be scrutinized in order to
determine whether some classes (e.g., welfare patients, particular racial
and ethnic minorities, or persons confined to institutions) are being
systematically selected simply because of their easy availability, their
compromised position, or their manipulability, rather than for reasons
directly related to the problem being studied. Finally, whenever research
supported by public funds leads to the development of therapeutic devices
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and procedures, justice demands both that these not provide advantages
only to those who can afford them and that such research should not unduly
involve persons from groups unlikely to be among the beneficiaries of
subsequent applications of the research.

Part C: Applications
C. Applications

Applications of the general principles to the conduct of research leads to
consideration of the following requirements: informed consent, risk/benefit
assessment, and the selection of subjects of research.

1. Informed Consent. — Respect for persons requires that subjects, to the
degree that they are capable, be given the opportunity to choose what shall
or shall not happen to them. This opportunity is provided when adequate
standards for informed consent are satisfied.

While the importance of informed consent is unquestioned, controversy
prevails over the nature and possibility of an informed consent.
Nonetheless, there is widespread agreement that the consent process can
be analyzed as containing three elements: information, comprehension and
voluntariness.

Information. Most codes of research establish specific items for disclosure
intended to assure that subjects are given sufficient information. These
items generally include: the research procedure, their purposes, risks and
anticipated benefits, alternative procedures (where therapy is involved),
and a statement offering the subject the opportunity to ask questions and
to withdraw at any time from the research. Additional items have been
proposed, including how subjects are selected, the person responsible for
the research, etc.

However, a simple listing of items does not answer the question of what
the standard should be for judging how much and what sort of information
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should be provided. One standard frequently invoked in medical practice,
namely the information commonly provided by practitioners in the field or
in the locale, is inadequate since research takes place precisely when a
common understanding does not exist. Another standard, currently popular
in malpractice law, requires the practitioner to reveal the information that
reasonable persons would wish to know in order to make a decision
regarding their care. This, too, seems insufficient since the research
subject, being in essence a volunteer, may wish to know considerably more
about risks gratuitously undertaken than do patients who deliver
themselves into the hand of a clinician for needed care. It may be that a
standard of "the reasonable volunteer" should be proposed: the extent and
nature of information should be such that persons, knowing that the
procedure is neither necessary for their care nor perhaps fully understood,
can decide whether they wish to participate in the furthering of knowledge.
Even when some direct benefit to them is anticipated, the subjects should
understand clearly the range of risk and the voluntary nature of
participation.

A special problem of consent arises where informing subjects of some
pertinent aspect of the research is likely to impair the validity of the
research. In many cases, it is sufficient to indicate to subjects that they
are being invited to participate in research of which some features will not
be revealed until the research is concluded. In all cases of research
involving incomplete disclosure, such research is justified only if it is clear
that (1) incomplete disclosure is truly necessary to accomplish the goals
of the research, (2) there are no undisclosed risks to subjects that are
more than minimal, and (3) there is an adequate plan for debriefing
subjects, when appropriate, and for dissemination of research results to
them. Information about risks should never be withheld for the purpose of
eliciting the cooperation of subjects, and truthful answers should always
be given to direct questions about the research. Care should be taken to
distinguish cases in which disclosure would destroy or invalidate the
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research from cases in which disclosure would simply inconvenience the
investigator.

Comprehension. The manner and context in which information is conveyed
1s as important as the information itself. For example, presenting
information in a disorganized and rapid fashion, allowing too little time for
consideration or curtailing opportunities for questioning, all may adversely
affect a subject's ability to make an informed choice.

Because the subject's ability to understand is a function of intelligence,
rationality, maturity and language, it is necessary to adapt the presentation
of the information to the subject's capacities. Investigators are responsible
for ascertaining that the subject has comprehended the information. While
there is always an obligation to ascertain that the information about risk to
subjects is complete and adequately comprehended, when the risks are
more serious, that obligation increases. On occasion, it may be suitable to
give some oral or written tests of comprehension.

Special provision may need to be made when comprehension is severely
limited —— for example, by conditions of immaturity or mental disability.
Each class of subjects that one might consider as incompetent (e.g., infants
and young children, mentally disable patients, the terminally ill and the
comatose) should be considered on its own terms. Even for these persons,
however, respect requires giving them the opportunity to choose to the
extent they are able, whether or not to participate in research. The
objections of these subjects to involvement should be honored, unless the
research entails providing them a therapy unavailable elsewhere. Respect
for persons also requires seeking the permission of other parties in order
to protect the subjects from harm. Such persons are thus respected both
by acknowledging their own wishes and by the use of third parties to
protect them from harm.

The third parties chosen should be those who are most likely to understand
the incompetent subject's situation and to act in that person's best interest.
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The person authorized to act on behalf of the subject should be given an
opportunity to observe the research as it proceeds in order to be able to
withdraw the subject from the research, if such action appears in the
subject's best interest.

Voluntariness. An agreement to participate in research constitutes a valid
consent only if voluntarily given. This element of informed consent
requires conditions free of coercion and undue influence. Coercion occurs
when an overt threat of harm is intentionally presented by one person to
another in order to obtain compliance. Undue influence, by contrast, occurs
through an offer of an excessive, unwarranted, inappropriate or improper
reward or other overture in order to obtain compliance. Also, inducements
that would ordinarily be acceptable may become undue influences if the
subject is especially vulnerable.

Unjustifiable pressures usually occur when persons in positions of
authority or commanding influence —— especially where possible sanctions
are involved —— urge a course of action for a subject. A continuum of such
influencing factors exists, however, and it is impossible to state precisely
where justifiable persuasion ends and undue influence begins. But undue
influence would include actions such as manipulating a person's choice
through the controlling influence of a close relative and threatening to
withdraw health services to which an individual would otherwise be
entitled.

2. Assessment of Risks and Benefits. — The assessment of risks and
benefits requires a careful arrayal of relevant data, including, in some
cases, alternative ways of obtaining the benefits sought in the research.
Thus, the assessment presents both an opportunity and a responsibility to
gather systematic and comprehensive information about proposed
research. For the investigator, it is a means to examine whether the
proposed research is properly designed. For a review committee, it 1S a
method for determining whether the risks that will be presented to
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subjects are justified. For prospective subjects, the assessment will assist
the determination whether or not to participate.

The Nature and Scope of Risks and Benefits. The requirement that research
be justified on the basis of a favorable risk/benefit assessment bears a
close relation to the principle of beneficence, just as the moral requirement
that informed consent be obtained is derived primarily from the principle
of respect for persons. The term "risk" refers to a possibility that harm
may occur. However, when expressions such as "small risk" or "high risk"
are used, they usually refer (often ambiguously) both to the chance
(probability) of experiencing a harm and the severity (magnitude) of the
envisioned harm.

The term "benefit" is used in the research context to refer to something
of positive value related to health or welfare. Unlike, "risk," "benefit" is not
a term that expresses probabilities. Risk is properly contrasted to
probability of benefits, and benefits are properly contrasted with harms
rather than risks of harm. Accordingly, so—called risk/benefit assessments
are concerned with the probabilities and magnitudes of possible harm and
anticipated benefits. Many kinds of possible harms and benefits need to be
taken into account. There are, for example, risks of psychological harm,
physical harm, legal harm, social harm and economic harm and the
corresponding benefits. While the most likely types of harms to research
subjects are those of psychological or physical pain or injury, other
possible kinds should not be overlooked.

Risks and benefits of research may affect the individual subjects, the
families of the individual subjects, and society at large (or special groups
of subjects in society). Previous codes and Federal regulations have
required that risks to subjects be outweighed by the sum of both the
anticipated benefit to the subject, if any, and the anticipated benefit to
soclety in the form of knowledge to be gained from the research. In
balancing these different elements, the risks and benefits affecting the
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immediate research subject will normally carry special weight. On the
other hand, interests other than those of the subject may on some
occasions be sufficient by themselves to justify the risks involved in the
research, so long as the subjects' rights have been protected. Beneficence
thus requires that we protect against risk of harm to subjects and also that
we be concerned about the loss of the substantial benefits that might be
gained from research.

The Systematic Assessment of Risks and Benefits. It is commonly said that
benefits and risks must be "balanced" and shown to be "in a favorable
ratio." The metaphorical character of these terms draws attention to the
difficulty of making precise judgments. Only on rare occasions will
quantitative techniques be available for the scrutiny of research protocols.
However, the idea of systematic, nonarbitrary analysis of risks and
benefits should be emulated insofar as possible. This ideal requires those
making decisions about the justifiability of research to be thorough in the
accumulation and assessment of information about all aspects of the
research, and to consider alternatives systematically. This procedure
renders the assessment of research more rigorous and precise, while
making communication between review board members and investigators
less subject to misinterpretation, misinformation and conflicting judgments.
Thus, there should first be a determination of the wvalidity of the
presuppositions of the research; then the nature, probability and magnitude
of risk should be distinguished with as much clarity as possible. The
method of ascertaining risks should be explicit, especially where there is
no alternative to the use of such vague categories as small or slight risk.
It should also be determined whether an investigator's estimates of the
probability of harm or benefits are reasonable, as judged by known facts
or other available studies.

Finally, assessment of the justifiability of research should reflect at least
the following considerations: (i)Brutal or inhumane treatment of human
subjects is never morally justified. (ii) Risks should be reduced to those
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necessary to achieve the research objective. It should be determined
whether it is in fact necessary to use human subjects at all. Risk can
perhaps never be entirely eliminated, but it can often be reduced by careful
attention to alternative procedures. (ii) When research involves
significant risk of serious impairment, review committees should be
extraordinarily insistent on the justification of the risk (looking usually to
the likelihood of benefit to the subject —— or, in some rare cases, to the
manifest voluntariness of the participation). (iv) When vulnerable
populations are involved in research, the appropriateness of involving them
should itself be demonstrated. A number of variables go into such
judgments, including the nature and degree of risk, the condition of the
particular population involved, and the nature and level of the anticipated
benefits. (v) Relevant risks and benefits must be thoroughly arrayed in
documents and procedures used in the informed consent process.

3. Selection of Subjects. — Just as the principle of respect for persons
finds expression in the requirements for consent, and the principle of
beneficence in risk/benefit assessment, the principle of justice gives rise
to moral requirements that there be fair procedures and outcomes in the
selection of research subjects.

Justice is relevant to the selection of subjects of research at two levels:
the social and the individual. Individual justice in the selection of subjects
would require that researchers exhibit fairness: thus, they should not offer
potentially beneficial research only to some patients who are in their favor
or select only "undesirable" persons for risky research. Social justice
requires that distinction be drawn between classes of subjects that ought,
and ought not, to participate in any particular kind of research, based on
the ability of members of that class to bear burdens and on the
appropriateness of placing further burdens on already burdened persons.
Thus, it can be considered a matter of social justice that there is an order
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of preference in the selection of classes of subjects (e.g., adults before
children) and that some classes of potential subjects (e.g., the
institutionalized mentally infirm or prisoners) may be involved as research
subjects, if at all, only on certain conditions.

Injustice may appear in the selection of subjects, even if individual
subjects are selected fairly by investigators and treated fairly in the
course of research. Thus injustice arises from social, racial, sexual and
cultural biases institutionalized in society. Thus, even if individual
researchers are treating their research subjects fairly, and even if IRBs
are taking care to assure that subjects are selected fairly within a
particular institution, unjust social patterns may nevertheless appear in the
overall distribution of the burdens and benefits of research. Although
individual institutions or investigators may not be able to resolve a problem
that is pervasive in their social setting, they can consider distributive
justice in selecting research subjects.

Some populations, especially institutionalized ones, are already burdened
in many ways by their infirmities and environments. When research is
proposed that involves risks and does not include a therapeutic component,
other less burdened classes of persons should be called upon first to
accept these risks of research, except where the research is directly
related to the specific conditions of the class involved. Also, even though
public funds for research may often flow in the same directions as public
funds for health care, it seems unfair that populations dependent on public
health care constitute a pool of preferred research subjects if more
advantaged populations are likely to be the recipients of the benefits.

One special instance of injustice results from the involvement of vulnerable
subjects. Certain groups, such as racial minorities, the economically
disadvantaged, the very sick, and the institutionalized may continually be
sought as research subjects, owing to their ready availability in settings
where research is conducted. Given their dependent status and their
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frequently compromised capacity for free consent, they should be
protected against the danger of being involved in research solely for
administrative convenience, or because they are easy to manipulate as a
result of their illness or socioeconomic condition.
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ABSTRACT

Changes in Regulations and Systems of Clinical Research Ethics in
Korea

This study aims to analyze the development of Korea's clinical research ethics system
and regulations from a historical and institutional perspective and shed light on the
characteristics of Korea's management system and ways to improve it. Clinical research is
medical and life science research involving human subjects, and an ethical foundation is
essential to protect the safety and rights of research subjects. This paper examines the
introduction and development of clinical research ethics regulations in Korea from the
1990s, when interest and concepts of clinical research ethics were introduced in Korea, to
the recent developments, and analyzes the major changes and current status. In particular,
we aimed to address a series of social and ethical issues that arise during the process of
institutionalization, and to explore the extent to which social consensus is achieved in the
process through various cases and issues.

The research was conducted using a mixed methodology combining literature and
fieldwork, analyzing the introduction and impact of international norms (Nuremberg Code,
Declaration of Helsinki, Belmont Report, etc.), and exploring the evolution of major laws
such as Korea's Bioethics and Safety Act, Pharmacy Act, Rules for the Safety of Drugs,
Clinical Trial Management Standards for Drugs, and the Advanced Regenerative Medicine
Act. It also focused on the impact of the Hwang Woo-Seok case and the 2013 revision of
the Bioethics Act on the strengthening and refinement of the research ethics system, which
differed from international standards.

Investigator-initiated clinical research has public value, such as research on rare
diseases and marginalized populations, but the lack of financial and administrative support
and complex regulatory procedures are major obstacles in the research environment. To
improve this situation, the government has established a research support system through
policies such as the 2018 health insurance coverage, which has led to positive results in
terms of increasing the number of research participants. However, the domestic research
system still has limitations due to the fragmentation of ministries and overlapping
regulations, which reduces efficiency and leads to regulatory conflicts and confusion when
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conducting multidisciplinary research. To solve these problems, this paper proposes the
need to build an integrated control tower and establish a system of inter-regulatory
cooperation. This will help to establish evidence-based treatment and provide policy
directions that can contribute to the revitalization of clinical research and the improvement
of public health.

This study provides concrete action plans in terms of creating a sustainable ethical
environment that meets global standards and establishing an efficient research system, and
can be used as a basis for improving the clinical research environment in the future.

Keywords: Clinical Research, Research Ethics, Noncompliance, Ethical Regulations,
Regulatory Reform
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