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Trend of research ethics and conflict of interest management
in Korea and Taiwan:
Common sense in the world but uncommon in Japan

Chieko Kurihara
Editorial Staff, Clinical Evaluation

Abstract

In Korea the Bioethics and Safety Act was expanded in 2012 and in Taiwan the Human Subjects
Research Act of 2011 and the Human Biobank Management Act of 2010 were established. In these
countries a wide range of research involving human subjects and biobank projects have come to be
regulated by legally-binding regulations, which cover research activities outside of pharmaceutical laws to
regulate clinical trials aiming at new drug or new indication applications. In both countries leading research
institutes are getting accreditation of AAHRPP (The Association for the Accreditation of Human Research
Protection Programs, Inc.), the organization of the United States. Additionally in Korea, rebate taking of
medical professionals became strictly prohibited.

These developments are prerequisite lessons for the Japanese research community where recently
many cases of scientific misconduct in clinical research have been uncovered and where people are
discussing about establishment of laws to regulate a wider range of clinical research.

This article introduces the actual situations of both countries based on the author’s visits to Korea in
2013, Taiwan in 2012; and based on academic meetings where experts of these 2 countries provided
lectures, held in Tokyo at the end of 2013.

We should avoid such a situation in which the Japanese research community is laughed at by the
international research community for such lack of common sense about the regulations of clinical trials and
conflict of interest management.
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Bk o7 [HREZERBEEZ 2 5 REED
BBV S > TEERIZIAKLTATFEEE AW
L, BUFE U ~X— FRSIZEILL &5 &L an
D7ZA 5. WEITIZRBEEMHIECR Thit L,
WD S DT P X NEFBEBIIZ & > Tid i
O T LWIRIAO T, BN TR 5 EH &
REMROEZEE KD LN TS, ]

[EMO7O7 v arUXLOEHE  BEICH T 2ESAFME8BA T (EERETH
T I —HBAREEGEY VRY Y L, BEEEEGESSEIE) I Yonsei University.

(2013#£9H278)
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1. BAEFEERYS - AAREESS
TOBES  WE - AEOEHEL
AAHRPP SBEE(HH]

20134F12 HiZ i3 lE - BB OE S AF XD
AAHRPP %Gl & S U - 9 BRE i 7 0 7 5 4
DEAEHZE AR Uatii U 72, WK1 H AR R 368
FETIZAAHRPP LA HUF L 722 2 7 412D
WTC, AABISKE RS T SIERFISNIE LT
PR A OGS 2 I 2 L L 22 RS 2O 0
T, #EiL 7= (Box).

B EHEEIZE T % AAHRPP 32 GE HUS it % 1,
ZZTRITT 3 BN BB AR (2012412 H) Oft
CEALERERERE (20144E3 A) 235 5 0.

4.1 BEESBEEEREYVVIVEILKRZD
AAHRPPREEHBRERE I OT T L
EEE A i PR &V LK ER B R T 0
75 MZOWTIRRICAGETHIE L T a0 7,
HEE Y L K2 Kim 832D 2O D & 7 Otk
DHEFRP SR ONHREZZIZE LD B,
(1) A7O—>"FRESH#HIBEZ ¥ v > VIS
U =& S RIEEEDILA Y (Photo)
V) I ILENL KD BEZ T H > 72 Hwang Woo Suck
12K % A2 u— VIRESHlfu 7o W iE 2006 4

AstraZeneca

Prof. Ock-Joo Kim 2 & 2 EBEEGHBEEICOVTO
HE BRNER¥StE IS — (2013F12B6HEE)

12 WOLIE LK & OBIERRETIC & » T
ThdEWEI Nz 2004 DL TIE1IDODR
MRk & 87§ 5 D12 242 D YR, 2005 4E D
ST ILRR IS U 185 DU 1 3 flib i 72 Z
CICEIESHE SN L - BT AE T LT, K
O & % WHEMEIZ D W CEAE S O 34 b
i E N, KFOFAI i THEWE B (CDC)
DHAE, T HITEROMENA 720, T
KT DL B &N NDON % F v B 0F98 % #i
LT 72D BRI EMEIR Y & 572 Z & 12 &
3. fEEWEO%, EEAEE LT, @EAR
FHIHT 3 ILH R E, RS S £ <,
% OWRENDEWD 72,

2006 -7 5 2008 12 2 ¢, {wBHIZBH9 %
Frld [embryo ethics] 7*5 [egg ethics] N& T 7
I U7z, Hwang D238 2,000 YA LD I+ %
i 572, ZHUIHIR X R A2k & AT
DT T2 —r vy MIKBREDTHH72. T
EiEo BT —h — i3SI X, I
PO AEIC 3, 62 AL EORIBE% & 2
hZnornwdnkahsz, ZOFERLFE2RIT,
APl R BBk S 7.

(2) VI IVELAZEOHEEEREE ™ (Photo)

Y VSR OWERE TR 7 v 2 Z 4 (HRPP)
oW OB X " OMEm e LT,
Kim #4212 K 0 it X 7=, FRFEOMIEE B

Prof. Ock-Joo KimiC & 3V I IIVENL KZRRICH T
% AAHRPPEREEY X T LIS DWW T DEEE. BAREER
TIPS (2013F 126 HER)
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" /APhMed

—&REFIDTIR & SN WERE REFIEDILE—

2013 12B6H(£) 15:30~18:30
TRFSERH (H) BREH AORFSR k52T —0E 8 B

1. BEE BEBICSH 2 HERERE
KR TeF
BEHREFREMRFARFAA—I VIR 2 —
2. BEICH B2 ERRERSE
: Hwang Woo-Suk R ¥ + > 4V & EDHEK & Z DE
Ock-Joo Kim,
College of Medicine, Seoul National University
3.BEILBIBABFHREENI TNV 7%
: ARG EHHR L HARREONRE
lan Chen
National Taiwan University Hospital
4. BXIc BT 2 BEEREE & T DftiDOHREIE
=H &3
FEFEFFEEAN BERER
IJ€I9T747 T

EBE - BB OSENEREED IRB Tld, 1 BIDRFET 10~ 30
HOFIRTO L VDEREEET oL B, BRDEPIRIE
ZRIGBELTWVS) EEZDBRN. REIE. KEXDEERE
RETOTSLEEAL, RN, HEN - BENICRER
BRREEAL VD, REFTICHITS. REELRFED
FRIHVBERIREENTE R, L L. RONRBEN - A
WERDBEEREADEITNE RRIICHERE DREZESR
ITF BT LB TERY, ZTTEYVRIVLTIE, BE &
BOFENEREE CRRERE /DY S LEEET HEMIR
ERE HAT FhEE) ZHRUTBIF. BRI .

KED FDA #RA - HIRERERBIDOLEHRIESR. EU BRREER
ERDLERERSE EQRRKIKRRDHT, 77 bl 20
RFEDHY HZRBEIHELE LT,

(FERERG L BAERN - 5885 Y )

5 34 B HABEREEFRFHRE [ LOHRAOBRFEES)
2WA:20135F 12848 (K) ~12H6H8 (&)

25 RRER7+—5 L (RR - THRERX)
2R MHEEZ (BINAFHREHEEE - 8iR)
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<s:HEHHEvIS—>
SIS EEE
TEREEL,

RHE

& [ETld Hwang Woo-Suk |2 &% 7 O— >V BRE3E ES
MRBIIDIBERYAF vV AIVERS. EDHER
LEOBREBHANKRBICHEAS N, BB TIE D
RikDY > 7V ERREE Ik LIZAEOBEDL 5.
MNERRZE A, INA ANV 7EDRIL Lfc. BATIE.
iPS fRBARFITE D/ — NV ERE 5 D B ER
AN LA, ZOERIC, BETIERFNBL
RIEDEE L WRgRAE. BENSD (X7 1)V
V=X b ZHAROERKBETRIFANTITOTW
BB EL Do e, T, BHECEELASZIT
fe REMFEE DEXDRRIRABXICH T HRZNT
EDNKRELEFLEFATND, Rt FH—TlE B
EHETAR L TODNICHIZREERGH & BiE L TEhN
BE. 8Z. BAORBEEHELDODO#EHRT 5.
(FEEERE L BAGERS - #EDY )

FHHARBMETR
5 34 I B FEEREEFRFHES
TIOTILEIHREEE -
PERERE AT LDENH
—ThEEH - B2 - HEE—
20131286 B (£) 9:00 ~ 11:00
REEE7+—5L Hw—IVC

1. Human Research Protection Program and IRB

review in Seoul National University Hospital
Ock-Joo Kim, M.D.,Ph.D.

College of Medicine, Seoul National University
2. Human Research Protection Program and IRB
review in National Taiwan University Hospital
lan Chen, M.D., LLM, JSD.

National Taiwan University Hospital
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K OWFFE4% BRE B D B A 7R et ) e i W& R
TV UL ERNL RO, ARBE1,792,
7R VURERELL01, KT AKEEE Y X — 786 T
HEF3,679IK, AbtShkEER 20134+ D1
HoY-#) &2 hZ241,330/3,909, 1,037/4,516,
713/3,156 TA#13,080/11,581, WkEE (5 & [%EHii
¥ 37274 5,943 (1,149), 2,111 (715), 1,432
(323), #509,486 (2,187) AN THh 5. WizeH. W
"AL Y T EIE, KBiE729/2413, TV & v
179/856, K7 *98/260, A 711,006/3,529CH 5.
IhE KD IRBER SR BAK 24 v 7
®ix, KBe8/1,124/6, 7 X v 4/67/3, K7 A
2/26/3TZNBEDAFNE14/217/11TH 5. HE
FRHET T T LD AV IS— ) Ay TRITAKRER
10/5, 7V &V 5/4, KF A5/2, &4ab20/11C
b5,

22 D#FHZ 2007 40> 2,790 K F L, 2008
005,260 F7K F L, 200940 5,710 K F L
5 20124F-12127,600 JiK F Lz E&, SCI (science
citation index) &m X 1L 20094 D 1,485 K 7 5
20124F-0D 2,205 RN EBEMIL T 5. KB THElii
XN B ERAEEIL, 20124F-F12, 45 T AHA3361F,
HIAHAL41E, FMMHAHETHE. ZhbD

7EBUE 2008 4F- 7 5 2012 4F 12 A 1F THIZZ L L T
e, O IR IR 21 2011 4
12251 CTdH 5. IRBTHEREL ZHBMEHED
AT 2008 FF12 901 7 (e F38E235, Wi &
E666) TdH 722201141213 1,501 fF (e
275, WFZE#381,226) NEMANIL T\ 3.

FRadd & 2 &d, AR EEo hKICb
U 7z Z OBUEDO WIS O REIRGE AR 2 554 5
ZH70, Rl AMREOBRIEE L, BiREh
7= DI AEa im PR WM PO HIR A K [E O IRB
WZHHE L THIHE§ 2 H3EICBU A B & L 72 &0
IRTH 5.

42 BEANEHRE - NA1FNC 0%
EEMABEKXREDO AAHRPP 35t
HEREGRE OIS L

BEBANRWEZEE - 34 ANy 72BN TS,

A5 D Chen i LV 12 FEMI AV & T B 2,
Chen B¥Z D 2D Ol & Z O Ri#: O ikim 2 5 il
PEY ORI+ 8V N A

(D) ABZHEWRZHSHHESNHFEESR

ELEFHEOHEIE ™ (Photo)
BE T, IEEHN AR 2 INET 517
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%, ANORE XU ZHic X3 BdllaomseE, ANz
WHE LT B%E, OFNEFITDERIEE DT
L L COmBES NS - 7208, ZThor gl
W BT, QRGN AMEIIZEE (20114F) L34
o3y ik (20104F) AilE .
HRIEDTED —D L k57200, HERIZD
WTONFFEN R TH >72. ThEDBEON
HELI I Chendi SRR E T 5. HFZTOHE
SEIRBIZBWTHIRWNZ 57201, ZOdm5H,
AVIF—LF AV IR [Ghrotz] TE
IZ&kd0TREL, [HATRanro7] Z&iC
&3, LI iThHo Thbb, ThoOR

2l b ke
Astraleneca

2
Prof. lan Chen(C X 2 BEAGHRE - N1 F N2
EICOWTOHEE AARERFSEISF— (2013F
126 HER)

Clin Eval 42 (2) 2014

ROBIAM 5 If 2 BT &S HOHMAME A
b olzlzdh, LS L Th- 7.

(2) B BERFEOHEERFH ' (Photo)

Z 212, ChenKDFEH D2 6, EHBBEKX
FCOWRED), X OB BARH OB & £
FTHEHEHREZ VL O BN T 5.

[ 2. B KRB ORI £013 2,200 IR, HE B 13
6,000 A, 5 BHEMEH600A, LI TV FAH600
A, 1THODAPBEE#1X2,000 A, #kiEH 58,000
ATh 3. 2012F Ik T2 MBEEZORK, &
BEBE KUREE, ML Table 1IRT &5
TH5. 20114E0H M7 T b 213 7 L HEAL,507

Prof. lan ChenC kK 5 EMLBEKERRICH TS
AAHRPPEREEY A F LIC DWW T DEEE. AXRERK
EEPS (2013F 126 HER)

Table 1 Number of committee members of NTUH Research Ethics Committees (2012)

Committee A Committee B Committee C Committee D
e ST Sponsored Investigator Expedited Investigator
LT E trials initiated trial review initiated trial
Non-scientific
Member 7 8 6 7
ﬁﬁiizti‘c 12 12 9 10
Non-affiliated
Member 8 8 6 7
Total ** 27 28 21 24

% 1 The jurisdictions of each committee have been the same since 2013. It means each committee
can review all kinds of research protocols.

* 2 Total number of the members: 100
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PR A 1,824 FF K AL S BR 95 7F, 2012 4F T TVT NV T 4y HIRTOmRE T v F

DZOEIX2,0111 72,0041, 136 412 HEMI L Vi3 Table 3D L5 Th 3.
TW5, RRABOKIZFig. 1, 2, Table 212/

Fig. 1 Number of active protocols of clinical trials in National
Taiwan University Hospital from 2006 to 2013

BRI E AR AR

(active protocol; 2006-2013)

)

450

a0

350

00

0

W0 e

150 :’.:."/-L“‘___F"H__’_’_,.l_
100 i 150 ;
m_:f 118 PEIREL It
0

2006 2007 2008 2009 2010 2011 2012 2013
—+—SpaE —=—Fl initiated
Provided by Chen I

Fig. 2 Number of active protocols of Phase I clinical trials in National
Taiwan University Hospital from 2006 to 2013

BAEE SR REEE

MTUH Phase I Center

2006 2007 2008 2009 2010 2011 2012 2013
Provided by Chen I
Table 2 Number of active protocols of each phase and category of clinical trials

in National Taiwan University Hospital in 2013

5 AR PRTE B - A B global leadership M

=By aTh
Year | Sponsored | levestigator.
M3 Trials h“’_‘“d
Triaks
Londarsilp b globel i Tl sa Phasal 40 3
ki FPhasell 10 4|
Gkl FY "
Phassll 22 10
Fhering comentig S ] PheselV * 2
Tolal Otheers ] 44
Tatal= 457 L

Provided by Chen I
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Table 3 Institution rankings in clinical medicine research of NTU (Asia-Pacific, 2007-2011)

Rank Institution Country Total Papers | Total Citations | Citations per Paper
1 Univ Sydney Australia 5,934 51,109 8.61
2 Univ Melbourne Australia 5,870 52,093 8.86
3 Seoul Natl Univ Korea 5,713 27,888 4.88
4 Univ Tokyo Japan 4,563 33,362 7.31
5) Natl Taiwan Univ | Taiwan 4,343 23,802 5.48

5. FLHERKICH T HHE

PRk 5102, wE - BBlcsnTiE, A

ERNR LT B WRE Y 2 LI A EE L C s
D, oI, EWRHEIGO AL S, sa—n

JLAZE D IR EASE & 256 L OKEIFDA O #5812k
B U T, JeiER Z REEAEBY 25 AAHRPP R8GiE 2 HU
BLDOOb 3. Z5 LEMREREKRHNIZ, HEZ
JROEEE S RIERE T H B Z & %8 JCTREFEHL
BEN=—Z2LLTZDOLEICHY XN THWEEDT
b5, ThoDOBINIEEER 2 tbfrm -4 BT
72 ThH B LA, M 2 BRI 5\ T
B4 L7z BEEHIR 2 v Vv ARG LT, D
RS, Mo miHEART, MY XhTE2Z30
Thsd. 2512, FEENRL S HHI NS,
PREMMNC S h b [V ~_— MR 2
0, DFELEPNEEOHREHHI S, WL
TEBRIUCHGmAB A OO Y, BiHbd 507k
flAEEZS> LT3, BUROBIKAEE, WO
BRMERAE RIS IO LT Tida <, MiEAs
OB B LTIt X Tn B,

HECIZ 0 — VIR 2 F v ¥ FILC2,000 DYNF
DFEEE T H 2 MBI E N7z Z L LR
FAfPn=H, HATIZ, valsartan D52 DWfFE
D PEERH KB 58,436 A O & LT BB YA 28 IE 75 I
IRWFZEIC & O HEE X I, AR 25 BRI % 52 1 7= 7]
RMABET 2mANMEIhsZ &3 k0. 4
VY P RENZESI L&D, SERISHIELT

Source: Essential Science Indicators
Provided by Chen I

W ROFERE A LT S E A & > 72 KFEE 5.
R R 26 D LML & B S idm 23 %t £, AAHRPP
RO A HUS U 2B I 0, RIS B ) R—
PRI O BALIZ DWW TR RSP R4 5 Z
EIZHENTH B.

BEDY) X— MRENZOWTRAREIZEZEAT
WA, BEOROMIEE» 5, KN THIME
THRETIEOHES TRENFREMNETS Z
Liid B, HiAST 6 KRT LSO
2l 3 & EERENHHTTH S TA - THKR
EMORE #ETIET 5, EEWTWS. [FzE
MRFR & 2 TAULPE T VA 5 3T T i
XD NE] LEZDE L HARKOWYEE O
BWHERET, [T TR NT
DV TOMARN ARSI HARIZWTHA
ENTOEVDTEEW L EEREEIN S,

ERIRAABR O, RMSHEREPLORE, Db
ENEROFEHKIZONT, HADOWMI I I 2 =
T4 2 [JEH] Thr L, FEEME,SEX
NB LD HFEL LSRN & EROD.

TIZHE U7z, @, ST Y 2o —2%d
A LTS EE 52410, ThTholEs LT
BB 35V TREE 5 LW IFZE4E BRI & S80I 7= R
IZDOWTHELABRERM 2T o2 81, L,
WEEERT .

R S AERRIRATAMG TIAT 213 2013 4- 12 H 2w - B
Diifili & fAS 9 B W BB L 22, T A P T ES
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H R SHITIEZ OFEO H ARBISER 2 (JAPhMed)
IF BB ERML F X 52 Z BT 5. Thil
SMZIEZ ZICWME L 23N TOHFEISH T 5K X
Bid o,

X

1) Chen I. Challenges in regulating biomedical research:
The Human Subjects Research Act and the Human
Biobank Management Act in Taiwan. FRRZHI. 2014;
42(2): 459-66.

2) HRTHE T, BMERE. ALY vy FEESRETHME
2k () — 20134 (T & E 5 BRIR50 i 4 D
2014 EADIEY —. EHIREHIG. 2013 5 41(2) : 337-
49.

3) Bomoon Choi. Vulnerability, vulnerable groups.
Session 4: Vulnerable groups. Expert Conference on
the Revision of the Declaration of Helsinki. 2013
Mar 1 (Day 2). Imperial Hotel Tokyo, Tokyo, Japan.
Organized by the World Medical Association.

4) FE T+, ARAE, Bk vy - 77—-v:
BASERE DL, HO - TR W MORTEL 5 2005, [FA -
Angell M. The truth about the drug companies : how
they deceive us and what to do about it. New York :
Random House ; 2004. ]

5) Kassirer JP. On the take: how medicine’s complicily
with big business can endanger your health. Choi BM,
translator. Seoul: Yangmun; 2008.

6) T 7. WEIC B Y 24 e R ko SUE —
AFE ) 7 R O & ER OB IRAE DRI, HA &
DI —. FHIRRHE. 2012 ; 40 (1) : 79-90.

7) WEIE Y OV ENL KRBT B B BB TR T e o
7 & & IRBFAE—IRBIL A%, & RERBUIRICHES
—. MRS, 2013 5 41(2) : 421-30.

8) The Association for the Accreditation of Human
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Research Protection Programs [cited 2014 Aug 10].
Available from: http://www.aahrpp.org/learn/find-an-
accredited-organization

9) FRERE, HFETET. 797 OEREICFR 11,
Y IV KKERFIORSEE - 806 - W7 & th2 ORI AE.
[RSEREFE. 2012 Sep 1 : 48-9.

10) Hong SS. Rebate debate: Private clinic physicians’
perspective on the Dual Punishment System in
Korea. FGPREHM. 2014 5 41(4): 927-8.

11) Kim OJ. Bioethics and Safety Act in Korea: Hwang
Woo-Suk Sandal’s influence on its change into a
general law. JAPhMed £ 2 > —. 7Y 7281 B[R
ZEbIF R — 355 F51 0> v filk & LR Y 7 R DR
HE D PE— 52013412 H6 0 5 T (M) BA
BUERPE ey, i o (BR) BRSEEFITT 2. 7 A b
Y (k) Bkt oW 7 2 b 27— K8
B iR,

12) Kim OJ. AHRRP accredited HRPP & IRB review:
Seoul National University Hospital. % 34 [A] H A
IRSER 22l s BB v R Yo s [79 712
B B mPEA - RERE Y 2 T L OF)n — )
P - B - B —] 5 20134E12 H6 H 5 HUATIE
BE7 4+ —F 4 K= C.

13) Chen I. Human Subjects Research Act & Human
Biobank Act of Taiwan. JAPhMed ¥ X+ —. 7V 7
1236 ) % BR2AMT AL — S5 oD Tl & ALY 25
BEERE ORI Ok —. T - (W) HARRSEER 7
2, HhfE ) BRREHIETIAT 2 5 20134F12 A6 H 5
TANTELNHR) HRSHE ROR LT 2 N4
T — KEES B SRR

14) Chen 1. Overview of the Human Research Protection
Program of National Taiwan University Hospital. &
34 HAHRSER 22 2l s [HERY VRV o 4
[7Y T2k 2 MBHEE - RERES 27 40D
gy —hR M - B - R — . 2013412 H6H.
WHERE7 +—5 4 A—J)LC.
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