st2o|2 R2|SHS|X| 203 M2S (B M51S) : 163-175 ©gt=2o|2&2|5t3|, 2017 6
Korean J Med Ethics 20(2) : 163-175 © The Korean Society for Medical Ethics, June 2017
pISSN 2005-8284 elSSN 2234-3598

EnQ 20174 58 142, MAKY: 2017 58 17, AIKHEEY: 20174 62 5

AZEQI AUMAIY XL HSE 2I510:
SH LY QUAAIE CHAIX} BS T2 £l Sistn} StA***

Agarer PR A i g zuns

o , 1S
(o]e]]
L5
A 100 A7 oA e dAAE Ao A QL ARE FART oo wht 7] o YAAIH
A B o] HY S B st YAAIA AR 9 (Institutional Review Board, IRB) &} @] 7} #] 4] &

Lz ) dolg it Aty or HEd 4 Q= T340l 5EHU A LR ¢
2 o2 B3 2 2 731 (Human Research Protection Program, HRPP) o] A| A =] it} 2014 4]
EAAL “YAANE D AR B E T2 I (HRPP) &4 7ho| Egkel” S v 2ahw thAakA} B
T A3 s FEYC oA AR A A S 53 HRPP7F = = 2L 912, IRBO]
A HRPPZ 9| 7id 4] &= th= HRPP 223} 22 A =4 b 23& w32 Yok & g4
£ QA AN7IBEY EAT FR7 A o] nhet 2 BAE Bolnl, HRPP £ B 9 A4 ofA
& 2 Aol S 29 BN olo] w2t A, it 5o Fgg 1713 9 $47|ROIHE HRPP £
Azt B2o] $HE 1713 G AR btk @A) ol AR FEZ o] £0]7) 1 Y HRPP
ARL AT AN Ao 2 o B4 $23 Bgah 2512 Qo] A Hol L g
A2.2 Uehith. RBO} HRPP Q18 503 243} Qlejo] $E02 $a511 9l 7|%o| Wol, RB
of et Hag o AEA A H3E ¢3st3lthe 2719 7E 2 2719 435 AF7] o
< A0 2 HQlth E3 5YE HRPP 22|19 AAH & A2t A5 A2 A7|H 02 tiA B9
Mda Aghol 42 A &S vl 4= 9ty HRPPE HAAE S E 8l A77]3e nE o]
ofttes YA ZrIYC R QA7 Bk FRY o A3 =& 224S Al dof 5= B4
FHoz oAd 2271 Q7] Wzolth 28 S5t AA AR fef7t fle d=Y AR F=
% HRPP= UAAIE diA H5 9 a4 A4S o A Eo] 28 4 Ue 83 7|3 0] 7| = 3}
P HRPP =4 Aol = 7|8E B4 50] Lejota, Al=4 F& g Eo] @Y A 8
Fahe o] Bad Aol

>

od oy H &
le]
J&n?ﬂgz
A >

lo

ofr :_4

AHo|oj
s ||
AN E A Bo T2 AFAE, QEAEAHA L3

DX ZA=2F, MECiSin UMHTR2ME, MBCHStn ofztrist QIF oISt A, Tel: 02-740-8061. Fax: 02-765-5110.
e—mail: okim9646@snu.ac.kr
* 0| =22 2016\ CHSITIZ AlZOJoHROMMA{O| K|S Hiop -3l H71(16182514H447),
A2 ST =22 FA MSHEmEH ofX|IH, XS], Z4T B Byl MM BEMSStn Y MEE MM MEistin
Onjrhst QlZestmAlo| HMo|2t MMM ZAL=RILICE
o

% NS rhetm ojnthst IReistmAl  * REtiSristmy

rio
0x
r=
™~
oy
10
Jor
i)

*

%

¥
Pl
Mo
m
E
>
HC
o
2
O
rie
>
o
1
Jor
K

163



sto|z22|5H8|X| M20E XM25(E& Mi51%) @ 20174 6

. ME

2000955 20099 7HA] 9A7E vl=x=HE 7
Yol 552 A AA YBAIEL 66,2467 01 S
A9k 2006 H-E 2016 W 7HA| = 174,328 49| 5
EE 1] AFA Y A WAL of 7HA|
S22 ZAE SR vl=o A= 19999 &
A2 A &5 A3 AFAE F AFEE AA A
o] (Jesse Gelsinger) &] AH|7F ti 54 =& 42
Zoh WA Yo} tfgtof A o] Fo]%] o] A=
AAFA H A AFS €9 3] (Institutional Review Board,
IRB)IA ALAGA A& AFA T AA ¢
AN A oA et EAE0] SR

SES Al gt Y I A A A
d F DA Aol Atz A=A okl
o, A 7Y Aol A th4=2] A F =4 0] ¢l
Ao IRBOY| A A Q& AR A ghokoH, oA}
A% Bgo| = 71& o] AT T3k o] A

£ SR AFAG A7 7E o] olo] A
1] o332 FAI7E Aeol F3of Tk
oH2J. IRB= A1AZ AT A g & A4 2
3 S B A= 77 Il A Ant
o A o]aFZ-ol At = T = A ek7] wol
ALY Qbd I ezt A Rt £A47F
Tyt o] % vl AR = AdAFol digh 4l
g 3 &g Aol thdA EE AlA"ES AH|EkaL
242000 69 7] 9] A9 K &= (Office for
Protection from Research Risks)< ™ 2| 3}= ¢
A+l 7+ B 3 = (Office for Human Research Protec-
tions)< AX|st1L B} ZFAH A KIS E
71838}7] A AT [3].

IRB7} 32 B35 9% A A A zo)7]
£ sh QA et A9 FThet oA T
d P4 477 48] F7ekE L, AAAIE 2
A Adke] gk e, AEol= AT AU

164

[4]. A A S sFste HFEY F7HlAM =

5 < RB= YAAIE A8A Y =
of thgt 24ut st s Hoj
off AlAAEA B
¢ 20| LI et

ol

4o o
2
oo,
2
o, ol
2 ol
o

40 &

oot g2
o
X
©
i
©
t
l-olr

315 o] 9l IRB A= 9| gHAE Yottt ]9
whet AT Aot T E Ak BobE SHAH o R
T Y= A=Y Bayo| A7 = ATH5].
20029 IRBY| E&Aof tigt Aol = 71&
IRB A| &0 AUzl Y4 Fo] Fo|2| 1L §lof,
AAZE A Boo Bagh dFo S8 =
g2 71&0la A Zdtthe EA7F ERwt
[6]. IRB= =HA Q0 A+ &8 AAF 32 A
ATAZ Y AP A Qe 58S FHLE S50t
=4, o] A= 2= AR AT IR
etk Aol 287 Weelth 21417] =
)= A5 oby 2} o] =t 8+ 3 (Association of
American Universities) 1]=+ 2] 8$HH 9 (Institue
of Medicine), 1]=2] 7t} -4 2] 3] (Association
of American Medical Colleges) 5 374 2] HES}
&7t HobA A tiFH Jdo] YHAE E o
A2 B3 22 I3 (Human Research Protection
Program, HRPP) ©| %1 t}[7]. HRPP A| =7} 7] &
IRB 54 A= thE M AFdAA HEo
Aol A BE s AW IRBY HEE &
o|1, A& K9 FR4E FE5HH, IRBY
A gt Aol tig BYEHE 9 AAEHS
ZFsketal, 713 ol A At /dAF Hoof B
AT A A Y Dzt 5o AL, A+



A Boof 9lojA] IRB, A4}, 7] 2HE ofY
2t A ALYAAE AL A HE L
299 F59 FA7F A= Holth. HRPP
t WA B E §jgh Bt A I3 0|1 553
A A=Y B ozt 7]& RB A= FAHH £
FE E0 &0l AAAH A Havt
7bsdtEE SHrH8]. o] d o= IRB7F 2 dF
AYA HAME BZ 3T, HRPP= 91493 =
Z 3l IRBYFC 2= 7AFe}7] of g2 o|aj it &
2], A A4, JL%, T4 E vk 5 71
W EF FA 9 FH 2 Eo] 7hsdt YF-E Al
A& aEATL FE5EE wole 459 ‘Il
th. HRPP= IRBS}F 22 Y937} ofu gt ¢+
Fofste AR}, A 718 T ER7F A
A B3 E 9O R st fEjFo|a FH
A AFFHE Yol AFstaL FRo= TFHENY
‘L2 IS ofujgitt,

2 JAAFE A 109 A7 =4
ol AALS Hoqgt) AA AAA Y &2 AL
20049 1367904 2016\ 628702 oF 51
F 7). vl SHEA LA 95t
AGAIE 55 dlo|Huo] A0 w2 2000 5
120159 129 314714 G52 A AA =4 ¢
AL 209,390 0] R o1, FopAJotof A&
g0l =4 6,943 02 F59 7274719 0]
7 B AN S 56 SiTh AA A
A Z2EZ H3-82 201149 2.59%9 A 2015
9 311%E $7H3th 53] A& & AAAE
4471 6004 22 AlA 1, 295 AHA|8kL itk
[1]. o] &gt =LA Q] AL AR F29] AAFA]
o AR 73 A o) W G ekt 1

L2011 5H AR BRAEA R A gz
2020 71829] “20201d AlA 5T AFAIE =
ok %t A[10]914= YAAIE etAA
Y A&H F3kE F8 BRZ Mol A B

rlr oo

A BAE 733t BAof W gh3o] AGAIA At
A B5of gt AA A of-go] agitie <l
Ao] Fobdof what 4] F o FEA A (o] 8} 4]
okA]) YAA ETo A= 20144 3Y “YAAE
g g Re 2O (HRPP) &9 7Hol =2
ol”L Wl ZFTH11]. o] & 7|8te & 20144 6¥
HH 9¥717 & 671 7]3E tj4F 2 2 HRPP Al =
O] Al 2-%9& AP} 20159 42 o= HRPP
AFH7H A 29 AT oAby A7 A<
< U A (A FYSENAA F A2015-
1102)3}71 = Fch12]. 20179 5¢ &4 <159
7t A= obE] Y E A FL QIA|EE 20161 11
4 AR Y BESY FEHAE FAA L
S 9 ASHA 7T Aol T A S GF A
(A FAFELAA LA A|2016-133%) 51
A A1eF3] 7120 W2 HRPP A|=E &% 591
7| JAMEEE 331 QITH13]. o] A g
O] HRPP =42 A7 A HJ % HY L2 o] F
oA AL Yt §Ao] Ut ¥ w5& FA L
& HRPPE =93t lEoM 7]#8 HRPP &%
I} QlF T2 ALH O o] FojA| AL ¢t 2017
d @4 HRPPE i‘ﬂ Ao A =t 7ol =
2H1E A A -2 g io| T} 14].

HRPPE A 2A| 7] 14} 8= AR =go|&
E3311 ghtoj Al HRPPY =91} £ A

E, 7| RER G2 Aol & Holil Jle o] 84
o TH[15]. T=9f AFAHLAI7I#L 1009 7]

_4

ol YAT A S Y FHOR &

4:9] 7)) 4k HRPP7} £ 4511 9l 4)0fx
o4 R AFAI B A4 719 %7 Aol A
S42] 1037) 4l % 337) ¥ Qo] e HRPPE
=% A0 tehtriie]. 3R AFH
A= SF5IL Tl 4 HRPP AE7} 32

E

165



sto|z22|5H8|X| M20E XM25(E& Mi51%) @ 20174 6

0]

L AAEL Q& 100717F H& 7] o] B U
FEj <] HRPP7} A& 7 A7 gH=tof A
A2 Q1 HRPPY| &)t A &}o] o] Foz]7] 9]
A= 2 QA AA 7| A F3lo] HRPP
] =YE o fA st=A, A9, 7|3E E4
of w2 HRPPY| Y&3t =L HalAE ol
g o] FaghA|, 1P g Al g
HRPP= F4%1A] Fofl tigt A= Sl A7}
A | ojof gt}

7|29 A 2AL oA = tfZ g o] ofd
71et A 2 AEAY FHo] oL AW
9] ¢ HRPP =419 o8| &S ot AR
UEHE=EI[17], o] 2|3t =1 HRPP @3l ofet
7|22 AFE-L o|u] HRPP £-A7} ZA5t AL
AR QA de SEE 71 HFE ZAES

+ A7 3heh[5,15-19]. ?F=oll HRPP7} =]
7] YafjA= @A HRPP E¢]of o122 A1
UAY =9 YAt gl 7| 3El digh 3 1t
oto] @ Q3jt}, ofof ¥ A= HRPP =Y 7
A Y A AL Qe 71 B okt =
Wzt Aol £xE 0 Q= gt 29 A4
A A7 HEY A B 3> @33t <
A& ZAFeE . ©]& F3 HRPP A=< &9
I} Q14 of tiet S o] AA @t} AE ot
3L, o]of] LA A FF I HRPP =9 WF
off tjgt A AL sk gt

I o & &

13

166

>

ox me
o,

SRR SR FAA D Ao HE Z
A A=A A 71 A E Yo
7} 20159 2Ed YAFAIF AR 7|
2% ApPo] T3 14570 YAAHA
o2 =] 6171 71 34l
HEHE 2%). AT AES Bt 7]
B, HRPP A HA Ax @ L Qg &
Avstgith E3F HRPP g A7} 44

x 7138 AL s 9 Aol YA
o] ARE Felstgiet. SH 71H| et A4
A FAA 7] ZA4AE9] HRPP ¢1A =0 tj3) %
AFetgiTt.

AFAFAHA 71 FAAS HRPP QA ==
9] 9] HRPP &% @3}of g8t 617 713 5 60
7} 7132 HRPP AL 5 & 847 0] v g
AR SH3Ath 94 = ZA A= IRBSY
HRPP A| =] Z}o] & 411 §l=A], #3) IRB Al =
7F A P BEof S8 7]5S shal ot
1 AYZtst=2], HRPP A= E9lo] 3% 9 o
& 3t=A], HRPP A& Z9]o] 9 R 3} & ook
T A0 2 BZst=AE 2T HRPP -4
9 7]1& 4FE AFEHL Y= A "7, “d
2o A3 (helpdesk) +%F”, “olai/dZ B, “5f
I I Bt = A o el B L et = )
A BEA 1S F GF AP A RS st
i, 35 AY A 2AEAT A E= &
Aol “agn”, “I¥A g o gHS 2AR
wastgon, 2712 7k2ko] Ao disf “18
o, “2g2) gy i SEE A o] HE A
WP o R AEE 5ttt

L

N
—_

2o A
N oot e
oo o e &

)

fijo

>,
i
(o}
o,

+H %

[¢)

B < S
tlo 1o
&2 N

rlo

=



02
i
fol
o

2
ro
0
=
Ton
o
lo
I

ll, Za}

o

S
[=]

1. 712 72 2 XIS HRPP £ 2

Ho
ror
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Se|2H &8-S Fasto] 2z A&/% 71/
A, R/ 55/, W/ BE/ 74D, FAt/7
S/EAY, FF/AE/AY, AF F 6] AFe
2 a5t S F 6170 7138 F 3671 7]
H(B9%) 0 ‘M&/A71/AA A G| AFE o] U
Ao, 871 718 (13%)©] F-At/AE/EAY A
of &Asf glo] Mg el 2 w2 BEXE HY
o 718 FEE= 6171 713 F 397 713(64%) ©|
500~1,00084 FE2 713 2 REE B Yo
™, 1,000/ ol 7524 7]l 1471 (21%) A
ot =3 5008 4F vlwkel 7]1HE 871 (13%) = &
Q1= e} HRPP AHRAE A7) - 295 §l
£ 7132 F 2770 713 (44%) 0] R 2.1, G54
&3 Q& 710l 343(56%) ©| A tt. @A HRPP
A 7|1 8E S G & Qe 3471 718 5 &
g Aol Y 718 1371(38%), §le 710l
1870 (53%) %ict. 3+ @2 HRPPE &9 F¢!
713 27% 5 IRB} 53 29 52l 7]3ho] 2074
(74%) S Th<Table 1>.

‘KNE&/77)/A A G A9 F 3670 7R F
297 712 (81%) o] AR E HXLY FolA
U, 33 94 0] Yot g3tk R/ FE,
S A9 A9 5370 71 5 270 71H(67%)
o] AYRANE AA &Y Fold, ‘U1/BE/%
A A G2 % 87 7|7 5 570 713H(63%) 0] A
BAE AAEY FolAY, 3 2948 A
O g FA A/ 2AP A2 87 7]
5 270 713 Q25%) 2] AEHAME HX2
o, u] &Y 3 71 671 F 570 713(83%)
o] o= 2 Ago] gk WHh F=F
AE/AY A A F 570 71% F UH 71F
(20%)THo] AFFAE A2 FolH, v]29
2 718 41 F 37 713(75%) 0] FF = &
g Aol ok gk AAHOZ & o A
&/771/9 3’ A 5-& HRPP AGHA S A 2517
U AA|E g o] o g R, T2 A g2 23
& EFA o] §i& xo| o Wkth<Table2>.

9 Fro] w2 HRPP AGRA A% 29
oy AYS AHEH, v go] M 2
500~1,000%42] - &9 5 133 H}
SHA] Q31 Qe Lol 26322 2f =ttt
A ok Q1= 7| T 267) 5 &9 A o] Y&
2 102 (38%), 1A &F-& o] 133(50%) >

rr o

r
IF Ho Ho

M o2 o2 7

HRPP A5 ¥4 4% £ o]% ‘
WA ‘
s Tedm 34 AEH)  YS®%) TSR

500 =%k 3(37) 5(63) 8 2 (40) 3 (60) 0(0)
500~1,000 13 (33) 26 (67) 39 10 (38) 13 (50) 3(12)
1000~1,500 7 (70) 3 (30) 10 1(33) 2 (67) 0(0)
1,500 o4 4 (100) 0(0) 4 0 0(0) 0(0)
A 27 (44) 34 (56) 61 13 (38) 18 (53) 309

HRPP : Human Research Protection Program.
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<Table 2> A9 HRPP AEH-A A ¢ @} v Al 5 &9 A2 (N=61)
HRPP A F4 A4 &G o F ] EFA F2 23 A
A +%9 (%) 1] 2% (%) A N2 (%) A=)  FEH®%)

MNE&/771/AA 20 (56) 16 (44) 36 9 (56) 6 (38) 1(6)
¥ /ZE/Z 2 (67) 1(33) 3 0(0) 0(0) 1 (100)
N/ A=/ 74 2 (25) 6 (75) 8 3 (50) 3 (50) 0(0)
A/ A g/ &4t 2 (25) 6 (75) 8 0(0) 5 (83) 1(17)
BF/AE/Ad 1(20) 4 (80) 5 1(25) 3 (75) 0(0)
A F 0(0) 1 (100) 1 0(0) 1 (100) 0(0)
A 27 (44) 34 (56) 61 13 (38) 18 (53) 3(9)

HRPP : Human Research Protection Program.

<Table 3> A 41} Y 1 29 tﬂr IRB £ HRPP 5 &% 218 #3449 ¥)

WAy 2 MNE&E/A7)/  dR/3E/ HT/AE/ #*J/%‘ 9/ FF/AE/ 4 0
HE! %—ﬁ sl A A

500 =9t 13 - 0 0 - - 1.0
500~1,000 0.7 0 0.8 12 0 1.0 0.7
1,000~1,500 2.1 30 - 1.5 1.7 - 2.0
1,500 o] 4 8.5 - - - - - 85
ot 1.7 1.0 0.7 1.1 0.7 1.0 13

HRPP : Human Research Protection Program.
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IRB 975 AHsHL Qlrke odS 14T o
A HRPP AH Q129 2Abe B& Wa Ao

225 g JRERE AAH Rop 09
o= 7].7(]— uJ—O o]Eﬂo] EQJE]_]_ 0-10\::] é/\].
A 3 JﬂwO&WJNQMEQHi“%q
0] wh ol ST Ao Aol
g dgnte] FYHIL Ao, oprd La
Fdol gl 2= Wik

O.

3. YAl AA|7|2 SAIKIS| HRPP 2IX|=

A& ﬁ}% Z 6071 AN AA7Z1T Y E
= W= AA T A & 84
) ’6‘0“ 79‘1] (94%)©| 4]2FA HRPP 7}o| =29l
& AR ) 9ict. T3 HRPPO}F IRBY] #Ho] &
A3 YokaL et SHA GA] 7778 (92%) ©1
o @4 RB7F A Ake] obda de] Ko 3
w8 92 5t Ao digk Eo= 531
(63%)°] HZatchal ¥k HRPP A= =4
o] thFAtY QHA I T Fdel A 9

<Table 4> 4] oFA YAAIE % A HE Z2 T (HRPP) 2% 7ol =

o Gl “AA HE”, Dz A
=] Qr%‘”, ‘ol =, At Al - A
27, it 25 9 9Hk He, ‘w579 AFY o
ol g SHLS o3 2ok 4 Al - A
Heof olsl 3 HE, 199 Erot Ak
22 AA 6071 718 5 242 483, 433, 513
o2 Hud 9] AEHI e AR YEy
o =3 as e A9 Mok A Hd
A 355 ARYEEAL QAL EH] FU 3 FA 40
30 2 =7 YEtth<Table 4>.
o] whs Az e A= AT A o] YA
Ao o ohe ootk Al o 2l o]
192, A AHL 13202 Afg oz e J

$82 Bad oHYFRYY 49 4TS #
T gl 7] BROE §& Holu, A2
olshgFel ek Wzt 29 o F A3 Yot

g o] gl @A) el AR A2 )2
O S 1 I3 A )
He ARAEY A4 $Eo] 2 Ao 273
249t

o] uhE 84 A7 A

o] - (N=60)
AQA"  Azgara oldAETE FAA - ARTY FAHAYE Fr
(%) (%) (%) (%) Sakisie (%) (%)
A5 35(58) 27 (45) 43 (72) 48 (80) 51 (88) 40 (67)
H F 12 (20) 14 (23) 7(11) 6 (10) 36) 9 (15)
AP ALY f= 2(3) 3(5) 10 00) 10) 36)
WA ety 11(19 16 (27) 9(15) 6 (10) 565) 8 (13)
A2y o]

HRPP : Human Research Protection Program.
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Toward Effective Human Research Protection:
The Current Status and Limitations of
the Human Research Protection Program in Korea*»**

JUNG Junho*** KIM Jeong Hyun****_ JUNG Se Hee***** KIM Ock-Joo*** ******

Abstract

Korea has witnessed rapid growth in the clinical trial industry in past 10 years. Public concern regard-
ing the rights and safety of human research participants has been a major issue in the field. As the need
for a more effective system of protection for human subjects grows, one which surpasses the scope of the
Institutional Review Board (IRB), the Korean Ministry of Food and Drug Safety (MFDS) has issued its
“Operation Guidelines for Human Research Protection Program (HRPP)” in 2014. It is the first govern-
ment-initiated adoption of a HRPP in the world. This study shows that there is great deal of variation in
clinical trial institutes in terms of their size and systems of operation and that many small- to medium-
sized clinical trial institutes are not willing to adopt HRPR The current MFDS HRPP policy does not reflect
the differences in the various clinical trial institutes, which leads to a low adoption rate in HRPP in Korea.
Furthermore, the government-initiated HRPP policy may puts more burdens on smaller organizations.
Despite the limitations of the current HRPP policy, it is argued in this article that strong leadership to
promote HRPP by the Korean government can improve clinical trial participant protection and the quality
of clinical trials in Korea. Future policy for establishing and promoting HRPP in Korea should encompass
considerations of the variability in the characteristics of clinical trial institutes as well as measures for en-
hancing the understanding of HRPP in the research community.
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