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o] AYRANE AA &Y Fold, ‘H1/BE/%
A A GL % 87 7|7 5 570 713H(63%) 0] A
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O g FA/ A /AP A2 F 87 7]
I 270 713 Q25%) 2] AEHEAME HX 2
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2 718 41 F 37 713(75%) 0] FF = &
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O.
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HRPP A5 ¥4 4% £ o]% ‘
WA ‘

s Tedm 34 AEH) Y% 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 FA A4 &G o # EFA F2 23 A
A +%B (%) )&% (%) ol N2 (%) AZ%)  FEH®%)

MNE&/771/AA 20 (56) 16 (44) 36 9 (56) 6 (38) 1(6)
¥/ E/Z 2(67) 1(33) 3 0(0) 0(0) 1 (100)
N/ A=/ 2(25) 6 (75) 8 3 (50) 3(50) 0(0)
AR g/ &4t 2(25) 6 (75) 8 0(0) 5(83) 1(17)
FF/RAE/A 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 ¥ 3} W ¢ F2of 2 IRB £ HRPP 45 B3 218 #3(H4: 1)

WAy 2 MNE&E/A7)/  dHR/eE/ WT/AE/ #*J/%‘ g/ FF/AE/ 4 0
HE! =9 sl A A

500 =gt 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 o4 8.5 - - - - - 8.5
ot 1.7 1.0 0.7 1.1 0.7 1.0 13

HRPP : Human Research Protection Program.
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<Table 4> 4] oFA YAIE % A H& Z2 T (HRPP) 2% 7ol =

o G “AA HE”, Dz A
=] Qr%‘”, ‘ol =, At Al - A
27, 8 25 9 9fHk He, ‘w79 AF o
ol g SHLS o3 2ok 4 Al - A
Heof olsl 3 HE, 199 Erok Ak
22 AA 6071 718 5 ZH2F 483, 433, 513
o2 Hud 9] A{HI e AR YEy
o B3 as e A o] Mok JAAE B
A 355 ARSI AL EH] F9 3 94 40
30 2 =7 YEtth<Table 4>.
0] Hhs) Az A= AT A o] YA
Ao o ohe ootk Al o gl o]
192, A AHL 13202 Ay oz e J

$82 B oHYFRYY 49 4TS #
T gl 7] BROE §S Holu, A2
olshFel e sk 29 o F A3 Yt

g o] ol @A) el AR A2 )2

O S 1 I3 A )
e ARAES QA4 HEo] 2 A0 277
249

o] uhE 84 A7 A

o] - (N=60)
AQA"  Azgara oldAETE FAA - ARTY FAHAYE Fr
(%) (%) (%) (%) Sakiste (%) (%)
Al 5 35(58) 27 (45) 43 (72) 48 (80) 51 (88) 40 (67)
TH F 12 (20) 14 (23) 7(11) 6 (10) 36) 9(15)
AP ALY f= 2(3) 3(5) 1Q) 00) 10) 3
WA ety 11(19) 16 (27) 9(15) 6 (10) 565) 8 (13)
A2y o 4

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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