£1 EFEMLBIEH - RYSESRS KB L OgERF R
EXRWBIER - BAERE R R
EFMEITER - ROYE 5 BIVEMALE® (B4 |J M)
&af : 176,035 | A&t 3,790
A a: BEERE (EN) 30,928 | PV | BaE RT3 3,783 (7424k)
| b EERE OME) 141,386 | iR | #/F 8 (7,5984%)
c: [EEBARE 3,721 | FEEAEHLE 4 631
atc : [EHPNEHRE*2 34,649 | HL R E*3 17,665
EFMNT D X IR S0 ekRT 261
ENVERLLOE LTHE
FEk - Rkl
gI1ER JEYIE
AR 1052%4 6%
R TEFFEL 990 10
W | AGIRE 861 8
R | RgRRE | 127 2
BT o 4% 2 0
AP EE | 746 3
R 74.0% 100.0%
RS | AR | kaekE | RS | AR | ke
(FmM) (F)
| IEEE 902 763 86,666 | 5 6 375
| EEFY 943 813 70,963 | 6 8 567
B EEEs 71 26 804,251 O 0
| EERER 11 7 50,804 | O 0
E4
BIEFES 36 18 545,843 | 0 2,378
B4 50 30 215,342 | 0 0
R 83 46 9914 0 0
H 1,703*+ 1,783,783 14*4 3,320
% &
- BIERD » RGYE MR E RO RE SRAF R0/ BIER - OUE [E PN 51 5234,649 — 2.6%
- BIMER - BOQWERE RO A e RER Z & 30 1,717
BIER - QYER ERE SR GERHEED 907

- BIVER#A1481,783,783F M, BIEFH #LH 43,790,000 T =47%

R IERA 483,320 M EE #LH 4631,000TH =0.5%

UMANZATECE A 3 fn B FREE AR O T TRk 21 B EBRAE () &R 1-2 X 0 1R,

BT, WFEXHRE OHER) & i
Lt OB~ BEEIME 2011 ; 39(1). (FFEd) (CEBE T, 35K
DOXBRTHETH Y | FEEEITHER R OksE

L BRI LA LT 5 0 TRIEDAFHELT L b —H Lo,
HIFRE R ORI LY 55 b0 L LTRI L,
SISTATHEA & LC OO ek BT BRE 4

R - RTERFRUE, SR L LCORE ARHIFHO QIR = 2 0aT T B,
YR SATEE: SN
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F2 KPR - EKRRICBT DAEEROBERES

KET*! KmE2*? KRE S e * BAL*S BA2*S
AR I BHIMAR | FLEAR | B1HERR BB+
FAAEHR | 1976 1972-1981 1986 1992-2000 | 1993-2004 2009.4-2010.3
HEE 2006 2010
*ERER | 133,000/3 F 356,000/10 7 | 27,000 81,471 97,987/12 4= EN]
(RFREE - 331 A) (14 B%B9)
T E # | 4,957 (0.07%) 49 (0.05%) 548 % 2
ZEEr | (1.2%) I HREEAEAS (=41 37,108)
1 HETERWL
23 (0.023%)
s - 3| 3,926 (0.07%)
EEES | - 13 1710.21%) | 49 (0.05%)
HEREHH & (0.048%) 2 bRREERS
ZELT BETEARL
23 (0.023%)
—BFHIHE | 974 (b T | - 0
AEEE BEELREE
LT | 57 DRAEE) 1 0
K AR (0.0014%) (0.0037%)
A S

% 1 : Resnikig LR OBE, KERBEOEFRICLIAAET, 1976F T b D, ZD
R ITEERIF R A~DOBINTBFEEI O U R 7 MRV E LTV A6, BT FRORBERAZE D
FEhoTWNS,

¥ 2 EEWEMEICOVWTOXERFERMEZESOREEIIEHI NS, Vv by
KENITHTEFAE T, THICESXRAKRZETHE 0 77 LaBELILLIND,

* 3 : Resnik i CF DS,

% 4 : 20064E3HITHE = o - TGN1412F D% OB EEORMNEE Th D BT &
D —->7. Clinical Contract Research Association (CCRA) (2L 55 —#9, Z Z T3k
THITHE KTV, BEICHRE S BEEBRE L EH5F 0T ERBI LT
Do

* 5k ERAA N R LABE SR CEME S =B S X FHE, EELRAFFROLRIIEL,

SEER TAR . WIS SE ORI &M« — 7 o — VSRR BR AR IC AN - ERLR &
Atk OFRRE—. FRIRSEAE 2011 ; 39(1). (s ([TH#ETE,

6 Cardon PV, Dommel FW, Trumble PR. Injuries to research subjects A survey of
investigators. N Engl J Med 1976; 295:650-4.

7 President’s Commission for the Study of Ethical Problems in Medicine and Biomedical
and Behavioral Research Compensating for research injuries: the ethical and legal
implications of programs to redress injured subjects. 1982.

8 Royle JM, Snell ES. Medical research on normal volunteers, 21 Br 4 Clin Pharmacol.
1986; 21: 548-9.

9 Allen E, Pharm B. Considerations of phase 1 Studies with biologics and NCEs with
novel targets. In : Expert Scientific Group on phase 1 clinical trials. Minutes of the
meeting held on tuesday 27 June in the 19th floor conference room, Market Towers.

WG, AREEE, PAMIR, REAHEVS. EREREEME 2006 ; 34(suppl24) : 115-21.




£33 —WBEICBITHAEFROBEHEN
N—NR—lafeag | F —ZA b | AFVA | 22— | Fre—
N AN U7 -8 |7
1991 1994 1994 2001 2001 2001
KB 30121 14700 14655 1014 6579 1097
(1984) (1992) (1992) (1999) (1998)
HAEES: 3.70% 2.90% 16.60% 10.80% 12.90% 9.00%
NEPS 27.6% 29.2%
FEL 13.6% 6.6% 4.9% 8.0% 15.0% 17.0%
TP A REME 51% 46% 35% 40.4%

LR, REZEEEE N —BEROEm B L OWE & o FatE. J Natl Inst Public
Health. 2002 ; 52(3) : 118-23. XL v 3|,
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port 1]
IR & Ok AME D BETRAUBRIC 3515 2 B MBI EE IR

ARYEEHE, FRCEA S ORETH 5, ERBERS L O ERIE IR 5 KRR~
BRIRIIFZE O 35 8 M B . R IE DN OANG 27 L,

WETAET. FFICRIBE ORER] & WM © — 7 v —  UBEIR R 2 T 12 A7 B ik
LSO —. BRIRFHE 2011 ; 39(1). (&FEH)

EER

1. ICH-GCP (1996) !

HhE/ BEECOWTUTFERD TV D (5.8),

« ARV —E, BB EOBEHTH B BT, BRIREERD G Z S FRICH X TRIRIA
T 5, £ EE EHER IO > TENBLUOEENEEL -3 7-00fE 2% 0
Do L. EFBBEEIIREEC XD L0RBAT D,

c AR Y13 B R BT L, BEEEORFREICET AN L FlEEED T,

- FE BB B W TCII R E 2 8T 5,

- IRB OFERNETHHZ & (3.1.2), A HICHEIC T T 52 & (4.8.10) #BE
ELTWAH, fiE/BHE O BARHNEZBEE L TR,

2. EU BRARES (2001) 2

CFREELIARN Y OBEERET 2O ORKREIIHEBE (insurance or
indemnity) OHBEZHLCH (F3H).

- WBEEBRPFEORICBESTNESFHILUTEEEND (F65).
CERRARBRICERT L LB ONAEES LI TITH T D BHE £ 72134 (indemnity
or compensation) DFE

CFREREA & AR Y =BT A2 R 2T O ORKRE 213 B5E (insurance ore
indemnity)

- FFEENE & XTRE OB D L < 1B KHIE (rewarding or compensation) O%fIS L
Q2 LIEEOHE, BLO, AR — L EEEROMOEMIET I LERIE (2
FUTHIRAE OAEERE ., S ~OWmM 2 EKT 5,)

3. ~"VVUXES (1964, 2008 tiEY) 3

BHO 2008 FEEETHD THREICOWTOIXEN AT (814 5),
THFERHEE eI & B LB E I T 216 L O/ -3 6E o &LE I 8T
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Lz Ete)

4. CIOMS AMEFaFeiast (1993, 2002 tET4)

1993 £EiRA> 6 2002 RIS R D 1678 (F58T 19D,

(FEEHHSY)

CWFFEIC L D FITR LS E DS BB TIRR 25T AHER), BFEICHT 2R ER4iE 5
SHE OMOE 21T 2R H D 2 L2 HEEEIIT D,

DG EIIEHREE D MEE T AN H 5,

- SR ENHERIHEER KO Tldz e,

(AR 5)

- FEIBFHOREE OB A T IEE OB - MBSOV T O RE ORIV ORI 20,
BER O SRS HRERETRIR I L A S LRI TH A A101%, M « BEOBRIZESEMFTH
FAWATAR

DD DEEICH L THHE, AR — FRE. BUFARE CEA L D 2 1RERO
HEaET~E,

- AR TBKROFER R CHHET S Y R B D AS—FT HHRBICINAT S,

5. AHELAMEZSHMBHEEE (2005)

XTHE DM BEME LT, [BEL A>T HE0OAILR#EDXE] (arrangements for
fair compensation in the case of damage) & &% (5 13 5§5), Appendix (2. AFEEHEIC
AHLMHEEZESDEENRE SNIREFERSHY, ZOPIZRILERR’H 5,

6. 2R A aEMGEES (2005) 5
a7 L,

EAECBIT B HIE

1. 7AU 7

- 1982 FRMEZ B SWMES, WRMILOBHE LAISCERS, 2001 FEOFEZ A MBS E
BEWMEET, 2003 FE0ESIIEFT HT I —WiEER S THA L L CHEKFREKIZBT
% HE BRI O 0 BV A RS,

c BUFOEEE Z - HEN0TH, KENG 126 OFHHEEEBE D ) bARERIE S
7z 102 BT 607 D 129 0 FEH & o4, i < O OAFFEHEBI DK O FRE R & i
XpEbonsnl, Zhbind, —HOUTEHERE CIRERORE L 2T 553, £ < OFFe
BTITEROEE LR, MEESHWEFEE LTWADIERT v h KREOHRTIRE
HIZAT > TV B8
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HEHITEORAT 21CFR50 ($BRE OIR#) 12; 7 66 (WIEFEZRR) 13 (FDA BHEDER
i B8 PR SABRAL A

CRRBISCICRAT R E E L LT, TRNREB X AR E STV TE, MifEs
HOHDOMNE I, BEPLZ THEICHEFEORERHDLONE S, b HHEEITIE
FONE, BIMEREEL ik, ICOWTORA] & &h, Tid, HCEONE BB
TEBYTHDHZENIRB DEFEEHEHEE SND,

HAATEH A 45CFR46 (HBRE ORE) 141,

+ 21CFR50,56 & [lE%,

2. A XY R

EARBHN (BU BARBRESOENIE(R) 5

- REHEESIIUPIZ O BETE,

EERBRICER T 2 EE E I CIC T A KM - #i{E (indemnity or compensation)
DELY R

CFRE T AR Y —OENERE D T D IRE - I HIE (insurance or indemnity)
HERKT ¥ <S (The Association of the British Pharmaceutical Industry : ABPI) 7
AR

< BEXR (1991 4) 168 @ AxE: (1988 4R % 2007 FIZCKET) VT8DENEND A
KAy, UTDXI7EXT,

ARBEENR R THOERIA BT A4 ZGEWHET 5 (@K E) .,

- ERRBICERT 2 EFIC U CHE, (EREEERE)

- BEXNROGEIT, BEERBHFERE SR,

AR E R T R IR EE & A LETE,

- UFIEERA -

CNEERREHE, 77 BRI L AR, IRENTREDSEO NI LD EE
cEHELWT e bakll, BEFOBIETA. BEOBERE

- BEAOES, BUOEFEICEETLSED bl SRE LEEO RN L D —
R E SN AHERZERECEET 2. MR LAAEREICSETERVWEA,. RCP
ERVBFETICHET DR EHTLHEE & L TEmSND,

EREHEY—E R (National Health Service : NHS)

R OEFIREE S AT AR H S, 12006 4F NHS #ifEiE ((5#% 44 %) (NHS Redress
Act 2006 Chapter 44) 23RS L, B OIEE MY GO L AT LISV R8I 3 5 H,
Z ORI D F T OFF IOV T DT EHELI T,

- BF7Ei NHS O H ARSI TH 5 728, NIS OFFkt - BB TH 20 E 1T, BEHEIZ W T
EHE & ERAREER A XBI L72uy,

ERBRLO VIR RAE L NHS /&I TR Th 0 | IBINEI R AE & O
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ZNHS 275 2 SI3FBELTEVA, NHS LN AR H—Th 55517 NHS 20
KO3 ETH LITTER,

- NHS LIS o #ifk A NHS 29T U CEET 4217 5 %413, Independent Sector
Treatment Centers (ISTCs)D 72D A% — L& F|H T 5,

* NHS DA DOH#E A BEARRER 2 81T 2 Ml Al & H 3 —3" 5 RERIEICMAT S22 L b
H 50, NHS (H[EHE CTH D - O RMRRIZITMATE Z2u,

3. 7T R021
77 AMREERER B8 B8R ¥ 28 AYEFR

- WPt E FETHHENA B TERVIRY iRk & A2 HEE R A FLHE L OEHIRY
RARBIMABRED b T WD, TRKOHET, —RERTHIETH, [E 7R F 5
/A%l (Office National d'Indemnisation des Accidents Médica : ONIAM) |2 L A #ii{&
AT LNFIATE D, UTFTHESICBEESR TS (LIidiEf#E, RITES),

AR EEE IR e ol D b H H BGETERWVIR O BHE R A A S (THEEBskE
fEfi) (BBL.1121-10 %),

- ZOBETREE AT HRBRR~OMARES ST 6D (FBL.1121-10 %),

C B B el E R X U CHERBR AT DA NEIZED B, &0 E AR
ERRD, T L RERE IR EE O ORMEFE RICHIS UT3HA D “EHANED BN T
BY ., ZORGRREIIHERE BFEE) [DEEHFERTED (BR.11219 £),

RER T b S S REREO TRRAMEE SN TWD  IA®HTZ0 100 Fr—nr (91 &
5 THH) ; 1IFE&H7Z V600 H=—r (§9 EH) ; HEOHFGHEI K45 —ERlicx L
1,000 S=—w (HR.1121-7 %)

- ERKOBSITERELOMERE (ONINAM) (2L % ($L.1121-10 ., $L.1142-3
%), (20054 D ONINAME AATILEEE K b REERBE TH A— X Tuiz22,)

4. FA4Y

ERmE TBRERRICBIT 5 HREHRE)

- RORB~OMAREE ST O, kR ENELRDOLE OMEE I
WTOHESHY,

5. AYx=—F

EFEMIZOWTIE, EEMEBRLFEES (Lakemedelsforsikringsforeningen : LFF, the
Swedish Pharmaceutical Insurance Association) 2312 K A{EEMADIRIR A % — A, TR
B & ATRGREE, MR & BRIRRER A KR 5, (LFF 13 2009 FIZARE A 6
SHICBIT) ERELOAFRRICHMHE L RO VIBEIE, BEMELIEIIE - THa s
B ZFh, LFFIZF#ERT D000 Tnne b, —FEBIRL oA 2 @IRTE 0,
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HIEPSEIh >

'F%%@Lﬁ@%@?%bnéﬁ (EEI RN T 2N 20 30 fA . IRZEMITE . BERETIA,
(xR LRE 450 3 b B alRENE D &

< PITTRE A A S5 hRE AN RIS Aizh/ .

-ﬁ%% KABNTHE 3L, EEBHIHA L 15 FELINICHGE L 22T iEe 57220,
RARERIZ DWW T OfER S0 (LVFS 2003:6) 24T, BEARFABRIZI 1T 2 #ifdi1L. Patient

In]uly Act (Patientskadelagen, 1996:799, [E¥fd HERHEHIE ORME) BLU/F

TR EEGARR S AT ML > Th =5, idfidh? (Guideline tol3 §).

6. 7%
AERR LT HEFFTICHET HHA (BRREFHTE EEBRE)) ke
AR RBRIOEINT 5T - (HEIC L HHKA MET SRR FER S TORWIRY |
JihE U TR B 720,
« ABROMEE T K0 AN 0] IS o[BI O E EBR A
TAZXRETHHEICE T SMHERBRBANCEET 5 2003 4 6 A 23 HEES] (GaHIfR
@A) 26
[HREIRIRS ) (Cala D, HWfEEonaEE, NEITLLFD LS Th o,
- WEFROSFHINERE 1 AHT-0 45 a—r 1 5HEH =Y 350 Hr—n ; HEOM
%ﬁ’ﬁTévﬁﬁ IXPLC 500 a—n, Zhugk kR OSEE Th > T, Fhak )3 p)
(T A AT, T ORETN 350 Fo—r (§ 3 54,
-ﬁ%&@é/ﬁ%%@%%(%5%%
C CETERIA SN Tn, REEED U A7 L A TOBEERE R LA K,
B RAABRB IR h E 703 B IR T#% 4 FELURNIZFER L 2Tz o,
CEERRIE, BFEIZBMN L2 THRRI Y 5 H5EE, THRAOREITHRN,
- WEEO LR, RERETFR6 T2 — 1, FEFEVEMITIEMH 0752 —1,
RFEAHE LA DR KITIS5,002— 2 2 5 H DIC OV TAEE45,000— 1, EHRARE
B SHE I W COBHIEs 2 —1a, #7 —FHEIT04a—a/F o FEH1T—
o, ZHAGIMMORKR TH A=Wy, MICENBEEREZ T T8I > Th =&
NEHEDEO DA T, H3—L 25 (FE6R).

7. Za—Y—5F
1972 4 O HEdifE7E (Accident Compensation Act of 1972) H3# D& AT EE A1k, 12001
EEEBIE, Ve U T — 3 R OM{EE] (Injury Prevention, Rehabilitation and
Compensation Act 2001) 27SB/EDFRILE, [AED X R & 78 A LI D2 2 EHEFIZOD
—3#E L T. The Accident Compensation Corporation (ACC) 282903 153206 &EE -
KHETEROE D,



B RaBR I LD G EIE, RS ORGEBUE RS £ T 272 0I2iThh 2 O T

fRO . TVEEIZ L B EE) 108, [WNEOHSHADO N TR A, HFED | HFEETEOL)
BIZEEHELZHENL L 20D, SR TEOLSIEIORHADNE X, BED

HEWHT A KT A TR0,

KA RHERERE E e O EEREEFEICH UCHIET A, — B Am 0 ke, 818 A
REZRIEIRI R U IR L 72w,

BRI D BUSIZ DWW TR R A BB L TR L7 a3 fiE s L 6o 5,

- ABRERST T BRI L DDRERTIEIC OV TIIHIE LA,

8. A F
EEBFEMIEOMIRE L L TOBRKRREHES
CHRICEICHE R TRE L MEFATESTHERTREZ L),
GCP A KA 32
- BRAREER TR N T D R E A A o o BRI, — ) E A IR B AR A AR R R o
(ZICHCT 5 S EH L DMOMHER 5 X DN AHEFIE AT 5, ECOBAIIWIRES IV AE
DHEZ B2 LN AR EHT 5 (clause 2.4.7.),
s AR —IE, BFE - BUF - BEOWTRTHo TH, HEREEN - HBHasE R
TOMEOERMEIT, FTRERRY OTETE ARWEEICHT A RIBEOHB 4B L 57
OO EEE LT D (2.4.7.1),
- CEA~DORRHEHSE LT (24.3.2)

- WFRE E I LD, ERICERT 25 FIC T 5 R OB (viii)

- BFEIZEEIR D HRE RIS F 73BT IR T A A (ix)
- REEESOFENBEOTICHY (BEMEHEAL) (2.4.2.5)
772U, 2007 FEERINICEREFAS T, SACEICTAROEMLICO W TITRHES
NTWTh, #HiESCE TORBIIED THTHY . MEICEHL TEAR b —IFEENT
WA AMA b,

9. AR —
GCPH A K7 A 134
BT & BEE U 7 IO AR R L OV RS I oW TR T B,
SRS E B Lo B LTI AR =R AR T <2 Thy . TOHEHOLL
AT, H#EFIERED LA TND X,
- WEEBSOFENR LD,
BIMHRREZEL Li@E
2007 ICHFEFRMGHELEES (National Medical Ethics Committee : NMEC) (21 %
8L AERBRICE S EWEE, WO U X7 RHI0E 2 ofh, AREEE .t
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ERHEICOE A, BB ERHEICOW T TO X 9128,

CRBROY R HEFEZIOWTOMIEZE D MRS LOWEORE, HEcO»To
LA COME TR &I DWW TR E 2N B 5 L 5 S 5,

- BHEEBEEITEBRSINOFER & 26 R0 EfA S 35,

B TRREBO AR Y —i3, BENTHIEMEENTH, RBREBELEEIZONT,
EEL L UE#ELUAOMEZIRIET 2 b2 7 n ha L ZE#T 5,

C RERLAS DMFFEE R T D Z L BT B T I N b OFEDIENEFEZ S —T 5k
BICAD L 2icT 5,

CREEESIT, BEARETIEE L, BEROWKIIE v v BRI LR L.
WEHEFZ>Z 7 baVIH SN L 22T 5,

- R - Y EESTER A TREEIND KO IZT D,

ALETE, 6 ODEERRS T v 7 — &2 X Gl IOV TlE Lo AN ENT
WhH, THUTE D&, KERSS., KiERE S FEHET A RENABPLY A KT A &I
ELTHALTIDERIE L,

AR BT LEDOTA KT A 236

EEICHIG LD RO B ENTNDZ ENEETHD,

CHELRERICEO T, MERE TR THE SN DR Z 5 2 b2 it nidn b,
- FE OB b AR VES . BIRNCZE OIEN G RE IR T udle b0,
c L OREFITEIZEEO F#t2 A L TE Y, FIUIRNETHBDOILEAD WG O ST
WCHISMAARE CH D, DX ) A& SO AN EE R E A FTREME IRV o TN 72 3
HIZR[RETH D, HDOWIAR Y — LR D RENELEZSIEZT 5,

10. 74 U BV
BRERERBRIT 2001 SEREE RMESRLR X 0 A% SR TE At - TEM, ZOH T,

ICH-GCP F£ 721X WHO-GCP O#F4A RO THY | iz >V TOEEOLRITZR,
oMz, AERRLETAHRERIZOWVTOATEN LTS FIA40nbbd, T2 T

MBSO PIZ, LFOX2EHdD (FA4 K714 2ax%),

CEERH TN L THREAARLEEN L Z 0L ) ICHifESh 200, YOMRICES

HEH XN D00, #ifE LR WIEEIITEDE,

1 International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use. ICH harmonized tripartite guideline :
Guideline for Good Clinical Practice E6. 10 June 1996.

2 Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001
on the approximation of the laws, regulations and administrative practice in the
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conduct of clinical trials on medicinal products for human use. Official Journal 2001 ; L,
121 (May 1) : 42-4.

3 World Medical Association. Declaration of Helsinki : Ethical principles for medical
research involving human subjects. Adopted June 1964, last amended October 2008.
+ Council for International Organizations of Medical Sciences (CIOMS). International
Ethical Guidelines for Biomedical Research Involving Human Subjects. 2002. [Btai2
b, B - EERR. EETART, PNLgE--, BREE, R EEEFHKH#ES(CIOMS). A
Zowtg L+ A AMIE RO EEN AR B 2007 ; 34(1) @ 7-74.)

5 United Nations Educational, Scientific and Cultural Organization. Universal
Declaration on Bioethics and Human Rights. 2005 &= 10 H 8 33 [l # X 3 THIR.
6 Levine RJ. Ethics and regulation of clinical research. 2nd ed. 1986.

7 National Bioethica Advisory Commission. Ethical and policy issues in research
involving human participants. 2001.

http:/bioethics.georgetown.edu/nbac/human/oversumm.html
8 Institute of Medicine (2003) Responsible research: a systems approach to protecting

research participants. Washington, D.C.: National Academy Press.

9 The Lewin Group. Task Order Proposal No. 2: care/compensation for injuries in
clinical research. Draft of the final report prepared for the Department of Health and
Human Services Office of the Assistant Secretary for Planning and Evaluation. Falls
Church, Va.: The Lewin Group, May 18, 2005. (Contract no. HHS 100-03-0005.)

10 Steinbrook R. Compensation for injured research subjects. N Engl J Med 2006;
354-18.

11 Gainotti S, Petrini C. Insurance policies for clinical trials in the United States and in
some FKuropean countries.

12 United States Code of Federal Regulations, Title 21 Food and drugs, Part 50
Protection of human subjects, Subpart B Informed consent of human subjects, Sec.
50.25 Elements of informed consent. 1980, Revised as of April 1, 2010.

13 United States Code of Federal Regulations, Title 21 Food and drugs, Part 56
Institutional Review Boards, Subpart C Functions and operations, Sec. 56.109 IRB
review of research. 2001, Revised as of April 1, 2010.

14 United States Code of Federal Regulations, Title 45 Public welfare, Part 46
Protection of human subjects, Subpart A Basic HHS policy for protection of human
research subjects, Sec. 46.109 IRB review of research. Revised as of January 15, 2009.
15 The United Kingdom Statutory Instruments 2004 No. 1031 Medicines. The
Medicines for Human Use (Clinical Trials) Regulations 2004
http/iwww.legislation.gov.uk/uksi/2004/1031/contents/made

16 Association of the British Pharmaceutical Industry. Clinical trial compensation
guidelines. 1991.

17 Guidelines for medical experiments in non-patient human volunteers. ABPI. March
1988.

18 The Association of the British Pharmaceutical Industry (ABPI). Guidelines for phase
1 clinical trials, 2007 edition. REHE, KR —. BiaR, KAGal—, WHHK -, #HHIK,
REGHETR, IRE—, BFTiEsh, TEEA . R, ERTRT, HERER. KEREE LR
& B IHEEARRER Y A KT A . BRIREEA 2008 ; 35(3) : 535-92.)

19 Department of Health. Research in the NHS : indemnity arrangements. Gateway
reference : 5957 December 2005.

0[S IRER. 7 7 o ARFSURTRE R 2006 FHIATH DT (8) 1 —XRE DOHifE, BEx,
WG 72 ©E ORERTE RO A F Lo DBELE— RRFEM 2007 ; 34 1 329— 35.




20 B URER, BEAR. 7 T v AREIERER -0 B F 2 5 ARV A Code
de la Sante Publique Premiere Parti, Livre Ier Titlell. Recherches biomedicales]

2235 3 [RlE AR Sk R A VR SRR A O W PRRH B 2 & B 2 RS 4
ER& SRS (R LA -85 ARIMEE. BRI R AT & B A 2B 5 Mo
A

23 LFF 7"—A~~—2 : http//www.lakemedelsforsakringen.se/default.aspx?id=16720

24 Medical Product Agency. The Medical Product Agency’s provisions and guidelines on
clinical trials of medicinal products for human use adopted 26 June 2003, published in
English December 18, 2003.

BER, NHZE ., BRI AEZXRETHEFHEICET LR ERKEFFE (5
#)) ik, BERFTM 2008 ;36(2): 375-88. [J5{A : Regulations on medical research involving
human subjects (Medical Research (Human Subjects)) Act. 26 February 1998. ]

26 Decree of 23 June 2003 containing rules for compulsory insurance in medical
research involving human subjects (Medical Research (Human Subjects) Compulsory
Insurance Decree)
http://www.ccmo-online.nl/hipe/uploads/downloads/Verzekeringsbesluit 2003-ENG(1).p
df

27 Injury Prevention, Rehabilitation, and Compensation Act 2001. Public Act 2001 No
49 Date of assent 19 September 2001

28 http//www.acc.co.nz/about-ace/index.htm

29 http://www.acc.co.nz/making-a-claim/am-i-covered/index.htm

30 The Researched Medicines Industry Association of New Zealand Inc. . Researched
medicine industry guidelines on clinical trials compensation for injury resulting from
participation in an industry-spensored clinical trial. August 2008.
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