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Right to compensation of volunteers for research-related injuries

Comparative study and future perspective in view of global clinical trials

Chieko Kurihara
Molecular Imaging Center, National Institute of Radiological Sciences

Abstract

Objectives : To identify characteristics of compensation frameworks for research-related injuries of human
subjects of clinical trials, in Japan and other parts of the world, and clarify future perspectives.

Method : Narrative, non-systematic review of regulations and literature concerning compensation
programs for research-related injuries of Japan, United States (US), and European, Asian, and African
countries, and additional interview surveys.

Results : (1) There is a substantial diversity in the national frameworks for compensation for research-
related injuries. (2) Analysis of cost-effectiveness and feasibility of insurance program is difficult when it is
managed as a private and/or voluntary system. (3) The compensation guidelines of the Japan
Pharmaceutical Industry Legal Affairs Association provide a high level of human subject protection
compared with the world situation. The compensation guidelines of the Association of British
Pharmaceutical Industries, which is similar to the Japanese guidelines, seem to work as global standards to
some extent. On the other hand, the compensation policy development and implementation is insufficient
in comparison with the international standards and those in the US and other Asian countries.

Conclusion : A publicly established framework would work better for cost-effective analysis toward
fairness of compensation for research-related injuries. Additionally, a global consensus for fairness and
equality of compensation should be reached through more international discussion on this topic.
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Table 1 The performance status of “Relief Services for Adverse Health Effects”
by the Pharmaceutical and Medical Devices Agency (PMDA) ™!
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Table 2 Incidences of adverse events in clinical trials reported in literatures
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Table 3 Incidences of adverse events in medical practices reported in the literature *
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Table 4 Descriptions concerning compensations for research-related injuries in regulations in Japan
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Table 5 Descriptions concerning compensations for research-related
injuries in international standards
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Table 6 Descriptions concerning compensations for research-related
injuries in regulations of each country in the world
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Table 7 Survey results of policies of compensation for research-related

injuries in academic medical centers in the United States
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Table 8 Clinical research compensation policies of 4 institutes and 3 medical
injury compensation programs in the United States*
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2. 1Y (EEH)

21 BIE

HE 1L, EREFEY — 2 (National Health
NHS) {2 & % Sk o BEFRFE LR 23
% 728, NHSIZHWTIER#HE L Lo
ML XN, NHSIZ K B EIRMTZEIZ B0 5l
B, TEILTE U 22 RER AR IS DWW TOHfE 2
F-LThbEThbhs, EENEIEDSEH
IREBEAANZ I, il - W50 - PRBC D 2 PR
BENMERTELEOMEDATH D, B IAHE
RLIEEEDOFHAEF IOV TOHE IR 2.
12 & BERRIRBR D41, HE SR 32 (The
Association of the British Pharmaceutical Indus-
try : ABPI) O 44 FJ 4 vnEk < wiffs
NEL L, BENROGEIIEELEGEFICRS &
LTW%. NHS LIS BREREBE I & % B IR sl Bk
Ti%, NHS 24T L Cofr ki3 Eackifg 2 + —
LEMZ B0, ZTHALAHCIERBRBRICIMAL
ABPI# A F 74 VICHEU 2HIED I ¢tE L 58
Beb5b.
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HBE

2.2 BHO

WETIE, 19734 12i%E E N7z Pearson BR S
(Royal Commission on Civil Liability and Compen-
sation for Personal Injury) #%, 97f#, zc#, i€
JEWE, v F B E, A RHEEBIZOWT
mi@?&ﬁfﬁ AT NENE & MG L 19784

IZHEE (Pearson#ifh) # ALz, WMEHT
&, RERIZ DO TR M J A 18 0O D EPE T HELE X
nCwkn, ZoBm, it SRS %
FERL L, HFHEIMTNEEDLEEL LN

728, LINBY. T, EEAENR ST B
IRERBRICIZ M B 2 FE T RE LT3

2, ZOEENESHIER S TR0 gn.

23 ABPIAAKNZA>

Z D%, Royal College of Physicians (RCP) &
1986 412 {dt e AW B 135 3 1t U T i Je il
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BA2 DRI EE T2 L4 2 MEEE LS %,

ABPLIE, DENEE & #E#H L L TT S il

12D T 1970 412 A% 7o FEHE % 42 3D 1984 412

WET, & HIZRCP O % 321 1988 -1 fidt e bt
ERZIZOWTOHA F T4 7 19914128
- ISR S 24 P4 v EHL 7.
R ANIZ D WIS T AHERERFH & L T 2007 4F-12
AERET LY, NERMUTOLS>Th 3. (Asso-
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FEEDH A FF4 v %D,

(BExR) @

o L EATICBD 59 (MO HIE), ABE
F3T7a b aniCERT A 561E, VAS -
N T 4y bEWE L CHifEEE & mET Ui
5.

o WiERE IZAEE{T & L.

o GG iR & .

o i A E MR IR U it § B AR
W & DIZIEAIE L 2,

o PEHIDHR THEREMNFEZE L T T HBTL
SHIE R 2 BRIV 5 LTS s, Ik
I balRetEizd 5.

o LI TIEATA FI 4 vOxtgst.

o EKRRFRIZ D W T OB IVIHARER, [ 3238
DAk

o DU FIEflifE Oxt 2ot & 7 TR
e SHBEAKIE, 77 ¥ HRIZ & DAL
o BEAKGE D RIS & 2 5
eF LW a b LRI, RAN - 5 - B

e AR N

(T e A 5R)

o (& ANDUE, FAMOEGEIZIHE T2
57z &ARGE LREIOFNTIZ & O ik
FE XN B IHEALRMEICHET S, M
LB ICAEBETE R VWEA, RCPEE

b T icmkﬁéﬁﬂ%ﬁ¢6Wﬁ%ab
TIEmEh 3.
%%, ABPIOH 4 F 54 20074 it 1% 2006
F£I3HICE Z 5 72 TGN1412 FH 4 (first-in-human
DE 2 a—FNPRDOEG % 52 1) 7- (&
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6 HICHEHEAAFRRPRE L 25F) 2203
WETE N2 DT, H I MHRBOSARISDH= 5.

24 EURRKHEBEIESOEMZEIL

EUKAEBR R 220 T, @EALEY, &
OB & 2 LIS OB 2 XA U 7 iR EA R
HLAI™ 522004 412 fgfT & e, ZoBlloHh
TiE, MERZESIELUTIIOEFEIRELEh
TWa. MRRAECHETHEO{EIZ DV TO
HE I 20,

LRy e PN X 53l o 7t i s
FEIHHIE - #if% (indemnity or compensation)
DHLY P

o IR E L 72T AR V4 — DENTETEE H /v —
T B AR - FEJAHIE (insurance or indemnity)

25 THETIEOHTE

WHEZR VY — TIE ORGSR - BRI
1, AR —iREeH L A U A O THib T
%™ Pearson WD, 1991 4F 1 {Rf 2 13 1 BY
FRBIZOVTOHEH™ DR THZIZ DN T
WAEE A & S e L™, sz onT
1%, 19954-ICNHSIZ& D [+ T 2 b RAES i1
Z % — 4] (Clinical Negligence Scheme for Trust :
CNST) »%&E L, NHSHEfiAR (NHS Litigation
Authority : NHSLA) (kD HE IhTE 2 [&
SR IGEREE DRI & Rk D RIS U T
AT ORIFE L BED -0 DRl A L U TR S h e
2, ZTOR, FIHREBHEOWHED ~BRE LT,
[2006 4 NHS #lifif 1| (5 44%5) ™ AL L
HERIEA L 72, ZOMMA T, REEHEM RIS
KB BIBERRPAEITHIC L 2 HIMEE LTD
BHRE, MiEES, WEAFREICL DS
% 64)'

2.6 WREZBEKRAR

NHS #ifif i A 41 O 142005 412 fR{EE A3 L
EWMEIZOWT O tERT XHY OhTid,
PToX3IcimEhs.

o fff I NHS O PGB T b 5 728, NIS

OWRFE - BE T & 27 H 1L, WOV T
[RJE & IR & X 3, CNST OFsilA
ERHCE 3.

o TEIN B O 7o e A 1 13 NHS AL < i3
R (ultra vires) ™ TH D, EHN 25 HilE S
DXV ZNHSHTH Z L I3EEL T &
WS, NHSPAR Z R Y ¥ —Tdh 3541
NHS2HZD &I X% T2 L3 TE Xk
Uy,

o NHS LA ol A NHS % fRAT U CIERAT %
%119 %813, Independent Sector Treatment
Centers (ISTCs) D728 D A F — L EZFIHT
x5,

o NHS DI4+ o #ilf 2% B IR AR 1 35 ) 5 Mt e
& AN —FT 2 REREICIIAT S Z &
&b 5H, NHSIZEE Toh 5 7280 KRR
IZIZIMA T X 2.

01042 AK SN HHERZDOSOP 7 T
1%, NHSIZ & o Tid s 2 o #fi (813 Exh (ulira
vires) CTdH 5728, NHS IXEEIAHE A2 B
RILTE B LFISCHICRIRE TRV EFAL
TW5,

Thabb, WEE TEERERIZ DWW T,
FHRR ORI T d L, NHSHifE %O
HOHMTHEESTHE = 12 & NHSHNIZ Rk %
PR 5 AT BH I ZHAMIH A 21 5 Z & T
5N, HEARROEAEIE, NHSLIAD 2R
VB —2ABPIH A F 54 VICHEOERBRIIA Ul
BEOEBEEHLC LI L2k 5.
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3. 722X

3.1 #M=E

77 v 2O EE IR OGRB™ 12, W%k
WREREOHEIE L ICHH IS, AR
P AHEICHRIT 5 (Wi R H RG] 13,
1994 4F-0> [HA:dvfm By ] 12 & 0 R RH & MR
HI (FZERFRANOSHNI L G- 2 Shkny) A
ke =2 L 2R, Zhias B354
LTI T3, ZoddtksL0Zhic



O EAT, WIRBINTNT B (HA
TS [AERE ) BEMOFERE &5 Hn X
5 AFEH O ERAED S, (EHPEERFEOEIZL S
BERHE N 6 h 5 Z &1 & IEfE R & BAk
4% —47T, @FEEFIIHTI2HEICONT
b, A2 TETL2HP/EAS VAETELWVIRD A
WA & A Zs R BT do L ORI 7 PR BR
MADBED 5N TS, HELOBEE, —RE
WTEMETY, ESLEREERSAHE A (Office
National d’Indemnisation des Accidents Médica :

ONIAM) 12k 51y 2T 20 F|HTZ 5.

32 AWMRARICH T ZHE

WFZE 0 58 (R0 1988 4R 12k X i, EUR
PREREATE A % 213 C 2004 12 KIFISSUE X h ™,
2006 - ICBIMT 24 - AaAio 2. Zo
BUEIZ & D, KRAICHEBERD & 5098 & 2 0f%k
DX %< T o7z, DTFREFICE ST
5 (LIX¥EE, RITES).

o 2 FEF BN L 5722 & A H S VAl
TEAEVRYEEET A S ([HEimdkd
{EH1]) (35 1.1121-10 %)

o ZOWHEET & H/3— 2 RIERBRAN DA
NEHEOIF OIS (BLI1121-105).

o B & 0 P B AT 5 U TR BRI IZ 5 0
LA MEICED SR, IREOARCHEHE
5. 727U, RBRERES S S ORGEG
KICSHIEL T I REZGEEBED LN TEH
D, ZOLARBREITHRBRE BF%EH) (1
WHRERTE % (BR.1121-95).

o (R T b B I BRE A D FRRA R E &
NTW3:1AH7=D100 F2—a (F11E5
T 5 1EHH&H 720 600 12— v ($99{&F
H) 5 B OWFZEsImiz 33 5 T4EmIC R L
1,000 F2— o (BR.I121-74%). (S4E#RsT
12X B.)

o M 5 J D 5 A IR R o #fi 18 HlE
(ONIAM) = & % (BBL.1121-10%, L.
1142-34%). (20054F > ONIAM % A Rif 13 fi
Mk REHER T AN — Eh ™))
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4. K1Y

FA Y OMEHEZI&THIZRSICE D RYIO
[BRIEWEA A F T4 V] BERL RO L &
Diamait, DS EHIE & OIZH W T, B
WIICmE TN TVWBEY, ZOmBEO%, EUH
KRB B 22T C P A VTR HBEHRIEE N Tn 3
N, BIIEE D> T,

KA Y CIREREREOF 6 5H [HKRERIZ I
B ERE] LS AL PLTHD, TOh
IZESELAEORELR H O, REORBANDOIA
BEFEOT N5, fHESHIIEKRREDY) 2 2
OFEEHIC L DMET SN B D, B F 7213k
BRENTADILGAITIZ50 Fa—all EEBlE &
ns.

ARECHD S BRI fEREL L BiH SN 5. 5
Bbbh, ARMIZfabra Bl % G35 6 D3,
Zhiz k> THEEEICAE T R HRE AT X L
WIEZHTHD, RIMGEM L MELEF O
DEZHThbHEEINS. PBRE IR
Baike 32 en T, T3 HRBEDRH
AR LA, EEREGE R EDNR 5.

5. #7>4

5.1 BIEH LUV [EBHEMR (HERE) &

* T VAT, AR R NENRE T BRI
DWT OB [ERIRITE (B5E) 1% b0,
ZHIZHE DL K OD2D Iy ZIZOWTOETF
ARBBY. Z01oLLT, [AEd%RET 3
WFZEIZ Jo 1) 5 sl il O B BN B 3 5 2003 426 H
23 HIE T4 ] GRERa) ® <, WitgeosH,
WNEEEIZOWTHEL TV S,

[ERIRDFZE (BEBg) ) ISP o kS i
h3.

o [EPRERBR ISR 2560 - 15FIC K A HE%L%E

3 2 R AR S CH R WIRD,
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o FREROMEIC X 0 R uf USRI W5
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5.2 MEHIRIRS

[HfR A ICitedh b, fiEEo4eE N
BRI TS TH 5.

o RAE X N B REMMEEAOAFIIHRE LA D

720452 —u s 1EtHs 720 350 T2 —u ;

BEROWZEE IR 2 TR x LT 500
Jia—ua. ZlEHRLEIITROEAETH - T,
Fhiak 2 A1 3 2 H A2, ORER
2350 F—u (5B34%).
WRLLD AR OEE (B55) -
o YHTHM NG o72, ANa[fED) 22
12k BT RBRET I K IR
o AR FRBRZ MR vh & 72 I3 B MRS T # 4 4F
PIPIZEER L 2z 6 o,
o SHBEARTEHE, WfRICML AL Ty I D

3 B155E, TRAOEEITFRA.
S0 LRIZ, IRERMEIZFmE6 Fr—u,
REFLZOEHTINBS 20752 —1,
R RIS O K121,500 2 — 0 &8 £
5 EDIZDNTAE5,000 2 — 1. KN
BB R FIC O W T OB HIZS T —
o, 2y —FA%F042 -0, Fa, &
Al —ua. ZhsHMbORBRTHI N — X
NniRsy, ISENEEERTHICL-
THN=EINTBEDORD OES %, Hv—
L95% (B65).

6. X —T>

6.1 SIBFMVHEHE

A9 x—=TY, JVTx—, T4 VFTVE, T
Vv =2 EJLRREEE TlE 2 F IR AR O
RIS AL L Ch OB X h 5.
DB AY 2 —F v TIE, HHKE (19744F),
ZEHE (1972 ~ 19754F), PRIES, (19784) 1220
T 1970412 2 2 Al RIS 2 RS X 72,
978 KEF I ERFIMA TRRAA % PEBR % 23, [RIE -
RHAIE, JERRBING T, FREAHE S 2 T A0

-
—

MATEHRT 20 EBIRT 2L ->Tnb
EROZ WL, ML (19724) » 68 H
W (1997 4F) ~N&fpfe&h, GHhRNOALS
THRENERS G xh, EE, HE &8,
B WEICXAWMAREIATIZ AN —EhBZ L
Lo 7, MR THEON R ER
FUC K AR A R 2 2 KO BOR AL 72728
FRanh i Aol dh s, FELARE L ZER
T, A z—FY, 74 VI3VEF, FyvI—Unk
ETREESN OIS 100%, A H 7= DR
B DFEE & R TZ WA, ZThs DE4 D5
Ry ZF 212k b5 3 2 MEKEOFRIZK S a2
P EHARAMETIE S 2N T LRI AT
5 88).

6.2 EERFBEIX—L4L

ERIES ORI A F — 2139 ) Fv A FHfE42
WL 2 H, BRI, R3O E A
(Likemedelsforsikringsforeningen : LFF, the
Swedish Pharmaceutical Insurance Association)
D BATREMADRBRIZ & 2%, il e &k
TRERSE, —MREoHE & BAGERER & XEFkS . 2
V=T VOTRTOBIERIENMAL, EHH
BRIRERBR (S 5 K% - FZEtB, N4 A7 2
Y —REHELMAL TS, =72 L, LFF
132009 FE 12 A FIR 2 5 BRASHEIZREAT LA
ICHRRIBARRD END LS50, BE
BRIOMMD b 0 i Mt & h Tz .

B 5 DA HRRICHIE 2 KD 720551213,
BHEY AR R > TAREA S Z 92, LFFIC
FERT A hrOnThr b, —HEERLEZS
i BN T X 2. 2OV 2T L3R THEA
L7ZREB B RE ST, WBETDR
B, ERRRRABRIC B Ik a7z, TR R L
% %. LFF 3BIERM O RBE2HICHE % &t
LTWa., RETHEER-2LLTED, #iff
RNPEFILUTDEI>TH 3.

o EREE LM DR CHibh b 28, HEFICK

K- 2 B IRy 2 32 A, IRSERRTE, HEREHES
ISt LHifE &S 2332 bh 2 "RetE 2 &



589).
o VHIMTBEAAHHR, MREAFEIIERIP ST
o PEERE I KDV T 5 3L, RIS
25 154FELINICHGEE L &2 ud s 5 .

6.3 EUBGRKHBERIES L RBEEETE

REIRERBR I DWW CId, EURRIKIRERIE R, ICH-
GCP % K OB ¢ 2 [ NE N ISV FEE§ 5 7=
D OMFICE (LVFS 2003:6) ™Abb, Zow
T, FERGABEIC B 1) 5 #if 12, Patient Injury
Act (Patientskadelagen, 1996: 799, [ D i 2
IS OMIE) 6 KO F 22 IZRER RS
AT LIk THNN SN B, LidEhd
(Guideline to 13 §).

NEXR & B D T m PR A ]
IZOWTO®EARH 5. ZohTid, #ific
DVTEF LI TN,

7. Za—Y—-5> F

7.1 SENHERE

Z 2=V =5V FTW, 19724 O F %
(Accident Compensation Act of 1972) 12 Xk % @G
() 2 FEAHERIE B B D, Zo—BRE L CREHR
BUZRH 2 #ifE2M TN TE 72, E»DOBUEIS
LD BEEESE OB ST &N,
[2001 FREER I, Ve Y T =3 3 v RUHiIE
¥ (Injury Prevention, Rehabilitation and Compen-
sation Act 2001) ¥ HBIEDRIETH 5. [k
DX &7 5 BB D7 5EFEIZOWT L
C, The Accident Compensation Corporation
(ACC) * M 22 6 A5E - XA E TEID
PS5, HERARABRIC K B HFIZ D0 TIF1993 412
REE A A F o4 v BRAHEhTOERY, BUE
IR RRS R AA FI4 VIZHD TFeh
TV, fEETIREERAERIC B0 21553,
RRAZYOEERTEEE 2T 272012 iTbNh b
DTIFHEWIRD, AEICK 255 1IZ5%4T 5
E&h, EEOMHAOHTHRDNISE. DF D),
i H FEOLEIZIZREREHHL TE Z oM
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WA, BREFHEOEAIZZOMMADIE T
TEOBHENHTA F5A4 Vv TRIBENS.

72 RELEOHEHAINSA>

=2 =V =7 F ORI Medicines
New Zealand (IH Researched Medicines Industry
Association of New Zealand) &, ABPI# A F 3
A VERHALTHIEAT A F 74 v EMERLTY

2% 23ISR LANAERZZOEEHAINT
W22, EFEANROLGAICEEHT 2 52

ABPIHA K54 v E&DENTH 5. £/, filif
FIZOWTIRMEEDO ZF — 2 K0T NE T
BT INTWD.

73 GCPHAKRZA L EBBEEHAINTA>
2% 48 S B PR BB L 2 D W TUE ICH-GCP 48 1998 4
IZERIEFFBEBE L7244 F 54 v & LTEAX
M, 20114EMA A K o4 27 Tid, WRINESE S,
FFMWICH-GCPZ¥EALZ=HA FI54 v &ZDE
FWHTAELTWSE, =2 —Y—F Y FORlE
ICHS LAHBES D A= 2 — Y — 5 v FIGCP
HARTA VORPTHHEIN TS,

2=V =5V FTIRAENR LT 5%
IZDOWCORBFELEY 2740350, HHERS
DHA R T4 v, W, Eitk X0k
R - FEE I N—-FTRETHD, BHIOEE
RIS EEERE TR I DD TH L0 H I —
Ihiwn, b5,

8. F—AZU7

8.1 GCP &% - EE—M

*—Z b 7)) 7T, RESBITHD S [RIEH
BT Oz, BRI GCP Iz & % Hhi4
NExLEEh, £ — 20350 7EENTIZ
ICH-GCP O kI I3 5 M & BRI L T % 19,
[ANEXR & T 2R OMENINEI B 5 FR
P | (1999 4F, 2007 4EMB1E) Y T, [ |
(R3S, TiliAE, 2oz &) ChnTid
W BEFEICHTAHIEIC OV T MM EES
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BEATHBEHTNEL X NS, ZoF
WG RS - R et 2k (1992) 19 1C
AT B EDH DA, FEICIAIE ISR T %56k
Ao IR A,
F—=ZAbIVTTE [AT4 77 EFRT548
MR S O, AREEEC BV TRE Shiz
PEAGIZ & 5258 - ABEIZ100% MR, A RIEEEIC
BOWTEEMNIEMIZTFEET 5 [RNEE] O
ATE—ACAEEE LS. ZHICMAT, KM
PRIRIC & 0 RIBIEZAEBI 2 FIFHC % 5. B IH
BRI X s, S & D AW L EEEHE 2 &
3.

82 HELCEOHEHINTA>

=2 b7V 7T OEENEICKSFHK
Medicines Australia TIZABPIH 4 F 54 v %
Za2a—=V—=F YV FORESA F T4 VLRI,
fREARNRZOEAIZEEHT 2L LT, —#HBIE
O R LTS,

9. HhFH

9.1 GCP &R - EE—MiR
g7 TR, REE RIS D < R R

=< oo

HII' 1= X ) ICH-GCP Il & L 7= i % sk ¢

W32, ZORANZIEMEIC O W TOREIZE
W, ZOBHNCT A EFEE LT XD A

4 FF4 9008, Mz oV oI,

NERZ & T BWRAERIC DN TOESEN %
ARIA4 VY RHD, ZHTREEIZONTO
FEIZ DOV THHETNE Z EDABEE AT
5.

B F ZUNIFIN A B & 9 5 okt R FR i o
2T LNFERIZH BH, 37 &k BRI ER
2, PRRHSIE - WAEERE - Ve a7 T
KOWERIIEHEE 2 EErBEACAET, &
L L TOHCAERIZI%IEELVHIZLETH
6108).

9.2 EEBEEHEME L TORHERE

> AT, [EAICXBEOZDD] HR
Hfk & XN 5 Canadian Medical Protective Associ-
ation (CMPA) HEREBEFIE HAZNIZIRS v
2% 7 2 P Ik 0D S 1 S RE N D SR I & LT 1901
AR X NI FISHERL X h T 5 1,
OHIE IR NR LT 0, NESEETHH
TR - B OAHZL & THEAZXER &35 & DIk
NhEnsd. ZoORERERME & FRIEEET 52
AR E U CGER S h, F28 e EINATHD
N5, 20094 DESEIE 13,030 L, 2B
78,527 N\, =B A 23,800 5 FL, ZHhic
PEEILA4153,500 7 FAAABIA & 5T 3.
INEWIHE L TREANDIBES S L bR, 7
DA PR R R EFLE IR T H 5. 2000
70 5 2009 - F TOMETTIEEGE S O F M4 EF
SN IE2 TH RS2 FLOBTETRL,
1THEFNZ DN T O RAEIR4 i H 6518 i FIL DI
TEBHLODWHL Tz,

—-
—

9.3 REMRBEADIMA

CMPA &3, mbelik e U TR ERERIC
MALTWREAE L, BB L UTOREEES
FOT W & U TERIRIIRIC/E S $ 235513,
FERBEAIIA S 2 R R A8 X 5 1Y,

10. 1K

10.1 GCPHLUREBHANT A

4V FTiE, EESMUENEOMRSREE LT

OGRS 12, BEHSGE ISR iIc o = i
WIREZ L, MURERASTHERATNRNEIL
MPEEE XN 5 (in Appendices V & VIII) 28, Zh
Pl BRI NI 0.
GCP#HA F o4 ™z, XDFELWIER -
BHFIZOVWTOLUTOL S il d 5.

o R RARBR I AR R 5 5 MU0 & | - 7 s
g, BER 22T E AN 2 B RE LI R PR IS
VR 5 48800 7 OO M A 5 2 5 h B HE
FEET S, HEOHLAIHEPEENEED



WMEE5 A6 2HEHN%4A7 % (clause
2.4.7.).

o 2R VH -, 3 BUF - BBOWFhT
boTH, HESSEN - FOHEHE IS
LHEONME E 7213, WTREAIRD O PHITE
OGN T 2 IRMEOIEE AT 5 729
DXPNEFEHEE TS (24.7.1).

o BLHISCHEADREFHE LT (24.3.2) ¢

W2 & 72 3B K B, IR RI$ 5
HFI K 2 B O AR (viii)
o WFZEIHEIA 9 2 B RE TG & 7= 3P IS
% ffifE (ix)

o BB ZDEASRZOHFIZH D (BIRN
#i2s L) (2.4.2.5)

¥ 7z, REMEERAR A & A LD Al s N %

NP LT AR EMBIZONTOMEN A 54
v, RO MER] - DM, “ancillary
care” (ME4ITZE & B U 22 WO R
T2 &, SMOGFEERE LS EWk > HBEL
DO RE Z NI N TV S,

AC
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10.2 REREZE
oD & 5 ITHR_ IS SR EEDO HE 2 5O
TW3 5, B ToOR#E+rciEal, HHEC
W BRI DA ERETbh THWE Z &
RS AR A 2007 SEFER XN 2009 i
b n="9 CRO, MHEHZ, HEd (K
R - ) &R, miEsEHcowTT v
r— b+ (Table 9) BX VA ¥ &4 ¥ 2 —I2 &k 5,
MZT3DODMIEFEE R THEA & N 72 B LFI
OLV(@’%% (Table 10) 2fThh T3, ik
IZ&IuUR, ELSHIEROME AR L T
Wb EZAAEL, BEOBIMMEIZOVWTE
23 A Tnd. FECIZDOWTE AR Y —
13, ERENIRIEICER T B M Em ORI R L
FIETRNE L OHEIFBURE > Ty, &hE
L, MR LM% S HEHImOn, 20k
B —Z 2o TnEWEDNRETH > 7-.
4 Va2 —FETIE, MR EILEFEL O R
RFHOEHMRERO AN E A MEE LTz, AR
—1%, MEAAROK & AT DI DWW T

il

Table 9 Responses received to the questionnaire survey on research
injury issues in the survey by Thatte, et al.*

EENEZEDE (%)
215] wRERS &%~ CRO

[ 30/140 (21%) 23/96 (24%) 27/37 (72%)
R AR B P D (L 2§ B R g K Ol I2 DV T o, 16 (53%) 17 (74%) 24 (89%)
AV FES A K54 B3 HEEM > T\5H
Mk LT, WifficIn T 2 7582 5-> T h 12 (40%) 7 (30%) 7 (100%)
FLAR 2 TS B OB A B B 7 11 (37%) 4 (61%) M(M%
TR AR X 7= IR B D B 1 (3%) 2 (9%) 4 (15%)
WNEHDBFEWED - DEEOBIIIME TN B NEH 6 (20%) 4 (17%) 13 (48%)
E5m
HR S BTSN U 2= (B F oM s 3B L 2= T 6 (20%) — 20 (74%)
ORI H B B
HEIRBETIE, AKXV H—ONFISER L - @HERED 4 (13%) 4 (17%) 2 (8%)
=D OHIEEOUEN %, Kil%E 52 DHIIRD T H
W ORDIZH LT A AV — 85I 2 ST & 524210 30 (100%) 3 (13%) 27 (100%)
9 RE
FrE AL E, PPN 5 e O BHIE & U RS 5 (17%) 4 (17%) 20 (74%)
HEDZHEL T E R
REHIE, BITKA- T, G LG 2B A ICHiE S h S 20 (67%) 11 (48%) 11 (41%)
kokwohTtnan
HfEDRD &2 ANZANTEHRROB S 25T 52 11 (37%) 6 (26%) 25 (93%)
% SCHR115), 116) TEPTOBIEARL A H D, 116) » 5FH. MIELRIZFELIZL S
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Table 10 Points observed in the informed consent document in the survey by Thatte, et al.*

Points covered in Informed Analysis

Consent Documents (ICDs)

HHE RS NOHGET 2000 2001 2002 2003 2004 2005 2006 2007

W S 7z B O B 2 6 4 8 26 17 44 12

e & B U 7= g i miff S s L gL 72 | — — — 4 (50%) |16 (62%)| 12 (71%)| 40 (91%)| 10 (83%)

BSCE O

ik h 2 HlifEo 4 4 7

a) [RHEEE 2 (8%) |1 (6%) |10 (23%)| —

b) RO (I 1(17%) | — 4 (50%) |9 (35%) |1 (6%) |15 (35%)|12 (100%)

) kit - — — — - 12% — —

BIHEZR Y =12k > Tibha»E S » 1(17%) | — 4 (50%) |15 (58%)|5 (29%) |27 (61%)|5 (42%)

AR & B U - B osade, BREHEYE, AFEICx | NM NM NM NM No: 8 No: 5 No: 15 |[No: 5

LCHif§x s »ES5» (31%) | (29%) | (34%) | (42%)
NM: 16 | NM: 12 |NM:29 |NM: 7
(69%) | (71%) | (66%) | (58%)

ED & mIGE it Rt S h B 2 & DS

a) JEFEREE A TSR IEIE & B — - - — 1(4%) | — 7 (16%) |4 (33%)

b) & & W % fdFEw:E - - - - - —

o) BEMUOEBIZIA L TOAEVIEADA - — — 1(4%) |1(6%) |2 (5% |1 (8%)

d) R FHOBRFERIR TR Sz B &% | — - — 1(4%) | — 4 (9%) |3 (25%)

12DV TDA

FRER VB U 2= R IS O W T ORI O S g | — — — — 2 (8%) |3 (18%) |6 (14%) |6 (50%)

DWTCRE L T\ B »

* SCHK115), 116) CTEPOBIEAREZEHHHAH D, 116) » SHIFR. No : Motz L, NM : itz L.

AEREARUEIZE L T B Z & AR, £ 72Kk EE
FRICE R CIE W2 O REE MR T H N — X
NEVWHRBIINTI2HBEELMET 2568
»H 7.

FISGEORFE T, EROEIITbNI S E
MHCd 25, B3 LERBEEIMEINTELT
SEMHIEMTHN D T & DOEIZ K B HAETIE
EAEBVBURMPH S 2T 5> T (Table
10).

O B SCE A AE SR 232009 FF1C g FER & h
138O FMH X EEAFNLZEZ A, S5 B115
(83.33%) I RETETHLIZEHHLL T, HH
D346 (33.33%), MR OIRRIELE L
AWEMHEL 728 D132 (23.91%), ABPI A A
FIA4YVIZHIELEZLDD2HDATH 5
tm).

Z D%, 2010 4F-H O EEIREAERIZ DWW T O IR
BICEBHRT, 6T1HEDILED S b 27 1F2ERE
DEALE NS K IEGRER B L 723 0T, #ifE
INFDIE3HDOARTH B EREL T EHHHE
XhTng !,

11. > AHR—=I

111 GCPHAKZ A >

CYUHE=LDGCP HA K74 1 TiF, *t
RHEIINT 2B LOMEICDOBTHHELEL Tk
W, DIT2EiiEhs.

o i L BIE L 2B T HIHEREB LU %

73RBS DWW TEI T 5.
o fiff7e L B L 22 fE5EIC ki L CIE AR v — i
BREIMETNETH D, TOEMONKE &



AT, Ji$tE FIERED 5N TN B NE,
o M ERZDEFEMANR L LS.

11.2 FIHESABREEE L8

VUHR-LTE, MAOERREEAY - F§
% & OEOFERIZ LD T HRBEAEMNL Ty
5. 2004%-O TGN1412 %5213 T, 2007 -1
[EREFHm I B2 (National Medical Ethics Com-
mittee : NMEC) 4%, # I MalBRICHE S 2B\ 2
Al LTnwa®, 22T, WEBE0Y 2
7 3HIiDF Z 75 Ofth, BEBRE IS A Al IO W
T, AHERE, (RS O 5 O3
TRERICHE D E, DITOL3 125 LT3,

o RERD Y 2o, AHEFRIZOWTOHE A G
3 MR Fs K O DFRS, #ifEIZ DV T
U7 T O FE Tl Z 12D W TR RS A B R
35X FMHT 5.

o EHERIRE I FRBRZ N D
L5 5.

o i T HFRERD 2 K v — 13, PR TYIERY
¥y, MEBREBMEL 2HFEICONWT, K
Wk K OERUAOHE L MLTZZ L% T
w3 N =i

o RIS DI FE R T 2 Z & % 5T 3 ik
TR INS DHEDENTALE 715 —F 5 (R
IZAB&127 5.

o MPIZEXE, HifE2fRT 2 EB L, B
BOFERIZE v v TN L ZMERL, il
HE(TIc > 7o baciiichs koI
35,

o EFEE - WY A fifE S I Emn kTt ch B
k12§ 5.

ARXE T, 6DDHIRIRB L v 4 — (RFEN
HMETZE0, YU HR—MHEr - 212k 3
LDEEGE) ERNRICHENIOWTHAL 245K
BRENTWDS., Zhicks e, Kilnh, Hik
HSEIEEMT 5 RENABPIAA K4 v %
Jigte UTHRALTWB EREL 7=

AR E 75 5 i
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o EHEITHIGL MO RO BRI N TNHBE I LN
HETH 5.

e HEAMFIZH VT, WNRFITMEEK TH
HEhsMEME5ZohaTE s kv,

o MfEDHL D M WS, BMATZZ DY
ERRRHITHH SN AT a5 L.

o £ Dfii TPRICIEEO K2 AL TH D,
ZEARBEIT B O 5 WIGE DO X H WIS
LIGHWHRETH 5. 2D &I g v
P3EER & N B TR IAG O O TEMIN 2 5744
BHRETH S, HEVNEARV Y- LB
EVNEL AT ERT 5.

12. Z«4UE>

74 )Y TiE, 2001 RIS B mEERSE
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T H B NBEMRFIRTh 5. HE D GCP T,
FHEAOHRITHIEIZ DWW THHITRE L H D,
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HIUIHTF 5 L X hTng Y,

FREIZDOWTUE, FEHIORIE &I IER U 7 23,
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