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HAREAIE (WMA) 281964 IFIRL 72 [~AL Y Y EE] 1E, R CRUOEEN 2 A4S L33
FEARDOMmMBIER & -7z, FIESIE, ERREDAA v Tr—4F - avxy bE2EFEL, HiTW
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Dr. Otmar Kloiber, M.D., Ph.D.

Cologne K TIEZ %22 A 72, 1985412 Duluth
@ Minnesota A% Department of Biochemistry {Z AJg,
%12 Max Planck fifEFHEIZEAI T ¥ —F - 7 =
0 —& U T1991 4 & CHFZEIcit i L7z, [WEELD K
A VEMZOFEEICSM U, 1997 42 5 2005 4 %
THBREHED, TORMAHREE L7 M
VIERIZOIERERE TH B8, FA Ve 14
OEREFEMHEMAZEZORBEHD /2. R
R ORIMERITFEALRE 2 (CPME) % Ofthd[F
R e RAME S 2> & W J1iG B & fH > T & 7= 20054
Mo, MHREAMZORFHREEHD TS, CRE
FERERED S B & 20T B RUFE I K OV DR L
7 Ot E OBIRICBIL A > T3, BB DI
JEREE ST U IR i B & A E S R 2E M R EIZ DWW T
DOWE &ML TE 2. WMANAZELOPOE, §
NTDOANLZDIZDDEDENNEIRANORN 5T 7 &
ZDMETH 5.

2006 4F-121F Victor Babes K% T Medicine and
Pharmaceutics, Timisoara, Romania % Ztdi+: 5 4 %
Hxhrz. 200947 5 20134 % Tl North Florida
K2 Brooks College of Health {235\ C Health Admin-
istration D EFR LT & 158 72

1. 3ZUC&®IC

RANCHIEICL TR E20WZ b D ET. AFSHI ZTHABDEIMICONWTEIHFL LE T2, £
NEDBESHITEBEAZ LR, BHIAPSGHUNEZEZTWEY. SHZZI2nWSE 5L 541,
REMIZONT, ZUTEBBRERIZBW T PRI IMRHHEOZIZONT, ALV L2 DE% L
EEEHODIEEEVET. SHOREKIDL, HIALDEZA T ZOBENTHD, ZLTESH LML
TmnWEELTHET.

2. HAEMS (WMA) ([CH T 2 RBRALIEED

[NLY VERES] OSHOWETOIHREMNIZOWTEE LT 501, HARKEAMS (World Medical
Association : WMA) D FEHam ) G822 IC O W THBIZ ST Lz e BunE94 (Table 1). 1948 4F,
WMA ESL ORI, [V 2% — T HE | (Declaration of Geneva) #HE T35 & Z A6 A2DOWHENIIME £
DELZ ZhiE TeR2 57208\ OBRRES A E4. BRIWGETIZ2017F0 > 7 THRE THRGR
NELZ [Var—TEHS] OBEDI949F1Z, [IROMEED EFSAIGE ] (International Code of Medical
Ethics) 2 EZLF L7z, ZOZO0EFIE, REGMEBRTEOTHKEZ>THET. [NV VFEE] &
FhEDF 5 L BRITHEINIEMEIZHFS L TOETH, SHOEBMHOME L 5> TWBDIE [~
LY VYFEG] TREL, ZThe ZO0fEkn Y

WL OPFRLTHEELWVHEELAH 0 . 1975480 [HRES ], ZHEIRAAERIZE S
BZLEHLDZEDOTY. ZHEBMLT, 19140, NV H— - A I74FICETS [wLaES] 5
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HOEF. ZHFEAMZBEIEAEEZT> TR AL ENVENI D TY. ZhoiEEomERoht AR
EAPNIEFICEE R A R U2 HEE SR T, 1982 R ICIEBEFEOMEMIZOVWTO [V ZAXRVEE]
EREZLTHETN, Zhud, oA NALEREBEBFEOHERNIZ OO TR %40 5 K0 IE 25 2120
WMADBFERLZEDTY., T WETIE2016 1 [NLZT =4 R—=Z &34 3V 712861 5 imEn
ZRICHTAHRILES] 2RELEILE ZhE [NV UVFES] 2% T38DTHD, N—F v )L
AL OIS FE A IR L 728 D TY

BRI 2000V RE X HLAH D, 22 TTHATEORBICERE PN LFAAZ R L - XHEnwS 2L
2 9.

3. INVYXEF| ERADL

[NLY VFREE] B1964 108 E SN, [RENFRD 72D DM RHEEDOJFEH] Z2 /R RYDEFECE L &
DE L7 (Fig. 1). LIk, SGEIE2ERTWET. [ANLY VY FES]IE, WEd%E, Tabbih-bnE
FIZB T BM 5 2O DONTHRT 2 72D OMEITH NI T 2BEZOMOBEANEIRET L AHM
ELTVET. HRKRBRICIREEN 2 2D TIEAL, ABTH BRI RFIZOVTOWR K BIRENHE
BRI X B AT, R EEEET 5720128 F5 L CnEd. BN EAOREBHEMET 2
ZEIZk-T, MRAZEBLRIL LTS 2H6TT

[(~NLy v FEE| OMHEIE, WMERNG KOHERNAEL 2 OHEM, FERRN20i28iEet e LTyl T
INLT=A VT —ALF - aryey OB, MHEERICX2WS B X0E, 7T L TREEHERLEGD
B, GEPLRREINET. [NLY UVFRES] T, 5 O A KD 72 EERHIZ 134D TO M

Table 1 WFBERAIRIC & 2 148l

Declaration of Geneva 1948 / 2017
https://www.wma.net/policies-post/wma-declaration-of-geneva/

International Code of Medical Ethics 1948 / 2006
https://www.wma.net/policies-post/wma-international-code-of-medical-ethics/

Declaration of Helsinki

Ethical Principles for Medical Research Involving Human Subjects 1964 /2013
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-
involving-human-subjects/

Declaration of Tokyo

Guidelines for Physicians Concerning Torture and other Cruel, Inhuman or Degrading Treatment or
Punishment in Relation to Detention and Imprisonment 1975 / 2016
https://www.wma.net/policies-post/wma-declaration-of-tokyo-guidelines-for-physicians-concerning-torture-
and-other-cruel-inhuman-or-degrading-treatment-or-punishment-in-relation-to-detention-and-imprisonment/

Declaration of Lisbon on the Rights of the Patient 1982 /2015
https://www.wma.net/policies-post/wma-declaration-of-lisbon-on-the-rights-of-the-patient/

Declaration of Malta on Hunger Strikers 1991 /2017
https://www.wma.net/policies-post/wma-declaration-of-malta-on-hunger-strikers/

Declaration of Taipei on Ethical Considerations regarding Health Databases and Biobanks 2002 / 2016
https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-
databases-and-biobanks/
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Fig.1 [~V UFES]IOHME R
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Photograph: Courtesy of the Finnish Medical Association

HXHETY. ZOMLXDONFIWMAILL > TR EN7ZEDTREHD A, VIR GO TREIC
AL T2 hEY, BN AGEFHEIZE A>T aEr -7, L5 3DER»D T,

[NV X EE | ORIEEREDERH

il

[~y Yy FEE] I, MEPHREIERTHET (Table 2). 1964 F-LIFIHIZ, 220D ZDhiH & 7 5 H
N FE L 19544F0PHEE, 1961 FOMEMBIZET 2 HEGETY. 20O#%, [Ny VY FEHEF]
131990 AU 7T 1 R A HHEABRIC B3 2 &GET, 2000 IS IEERBRIE TH DO X 7D T 7 ¥ X, Lo H
BhAHmA DD F Lz 20080V IALKETTINS DFRMIZDVTOBIEEZNMA T, 2013F0D 7 L
A LVHUENZ KB RFIRANEE > TOET.

[~y Y FES] OEENEZ, 2 OMICE > TIhPBEIHEIR TR EZAI1I2H D £ (Table 3).
Z < OERREERFENIZFIA I TOET. AR ETHIMEOMHEL VS BRTIIRELFIHEN
TVWAXHENWABTL LY.

Table2 [~NVY YV ERRNAU AP

1954  Resolution on experiments with humans: Principals for researchers

Draft Ethics Codex for research in humans by the World Medical Association
Medical Ethics Committee

1961
1964 Declaration of Helsinki adopted (informed consent)

1975 Tokyo (ethics committees)

1996 Somerset West (placebos use limited)

2000 Edinburgh (placebo use, post trial access to care, vulnerable populations)
2002 Note of clarification (Placebos)

2004 Note of clarification (post-trial access to care)

2008 Seoul (opening of the placebo use/post trial access)

2013 Fortaleza (new structure, higher subject protection)
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Table3 [~V & oEE M

Referenced by
* EU GCP Directive /Regulations
* European Medicines Agency
* US Food and Drug Administration (withdrawal after the Edinburgh version)
* Japanese GCP/Research Guidelines
* CIOMS (Council for International Organizations of Medical Sciences)
* WHO (World Health Organization)
* ICH (International Conference for Harmonization)
* Numerous national laws and regulations

5. INIVY U XEEI2013F 7 # )V 2 L YKET

w

TUE, 20134 HTUGET TIEED K HIZZEDH 572 TL & 5 A (Table 4). 512, CEDOMK % HMET L T,
FARTLELE BB LAMNTZEWS ZEICkD 7. 995 #EELMILTD L L 12, Mg
KHEEBINT 52 L TEMMITRRERELZBRILL L L2, MIEETHROBRDIDIZDONTOBEHFIZLD
i XS & a0 F L., MIRSMEICHT 2 HHE K OMEFICONET 2720 TY. 772 RHHIZDON

3, REEZHDDL T LuL, KRR EEMFEELELE L.

L2LBD6, mHRERIRU 2B, BAERLZBEEISD 3. [k THRehEZT—2D
TWFIH] LS ETY. BRI 2 OMOFEERIZ L > THRON AT -2 2HAHAL &S & T554
12, EOXSITEML, HELATNUT AL KD,

6. EvITF— 2T RIFHEER

ZOMEZ, oy rTF—2a0MICLTHHTEID,, LS EMABELET. vy T —20FH
IZBEWTTRRICHEFICRBERME XN THETA, SAZTVEDIIKIID—ATIEENTLEI 2. Yy
ITF =2 DORANREDZ L1372 A ET. L2rLERAZEE 72 XADDET.

7. 41>74+—LK -a k> ré&7O-K-a>t2 b

1EZGDo7a—-F - a2y Y FOARIZE ST, BEEBREBROEL, 50T EFEOITHIZEAIH T

Table4 [~V YFES120134E7 4 V& VYFEGT

EEHIR
o R L/ L & (1 CREAR < Lz
o S IRal & nRfL.
o HifE 375 & 13 TN L R& i & s,
o fff7EHE TR DHLD RDIZ DN T DU & EFEA D HAKMN L E D& L7z,
o 7 LRI DOV TIRMHEZ 598 5 T & s SRR AT & L 7.
SROBE NV 2 IRAF I N BN RFETTHE 2R 7 — & - RO MGE Y 7 o P2 B 3 5 BUSERY 7 il g ik
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X929 5 L0 EE, MEMIEOPHKALHETHS [NLYVFES] ITHDERRTEZLEAT
L7z, 20 &k5%, T—4#RICHAHATAZLICHTs2T7u—F-avey M, AV T7r—4F -2
VRV N OMEAER EIEZTEEDTY (Table 5). A Y7+ —24F - avvy FOBSIE, #ifitid
2B BRI L BEOWHEFNCET 2 IRKOMRTT. Ev s TF—2eNAF Ny o afizd k5107
572DICEWHHHT, ThEali&T2Z2LETEEHA.

LLERS, CorF—2&f3MRIIENTA Y T7xr—4F -3Vt FOFRAIZRIZIZTFS Z &
BHENTED D FHA. T4 X— 213, SV EL, B2 HNIZ, F2NROKMDOWIZIZ,
FIHX B ZEDEHEE > TWE2 5T, F— 2 METH 2 -EH I, HAOFHIZONTZDOERE
FEAMGZZ L3 TEEHA. ZOLDHBMIESLEE ShE L. W57 — 2 OB MM
BICTADLEICA v I —LF -avtey s EA%SDOGR#ELE5 2 5 HETT

8. NIVATF—=BZEN—=RENAFNTICET BRI

EHICHADNRE L =D, F—20MMlibR DR ED DT TIEENE WS T L TY. fEFERE
F—ADT = pMFELNIZHPZIMIZE HD FT. ZO-0RBKNIC, MEENEZS TEEVEDES

Table 5 35— i

o LHiH s, HAVFIMATOEBOATIE, AV T7+—LF -2Vt y FOWMEREINET27-DKR
TELW,

oV Tk —LF - AV Y b OBEEORNE AT BIZER TIiE 0.
o fRDAD -0 DIFPIIBFEN TIE AL, RELVLEDTE R,
o LA LANE, HMMAMEEEEERAD, F— 2RO REHEENREDPREBEANLIELIES 5.
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3 ZERBBHENTEEVEEZLLILE LALEDS, NAFTNVIDF—AR=2&ELEY M) EL
THABEIICTHZILEETEBTLEY. VRV MVICHLINFT YV ZREEE 542, T—4N—2%7:
BNA ANV DT =2 ERETEIANE, ThEFEI AEFT2ZLERWMEE2LTY. Zhitk- T,
EULGEM ML TT -2 252 2 e B8RICA S 208 L EEA

MW HNHGHRE LT, [ANLATF =4 R=2EN4 ANV 2128 2 mENZSICE T 5 WMA &L
Bel ZHIRT3Z2L1c8DE L (Fig 2). T—8RXR=ZARNA ANV I DOIEYED -0 DFEEN, L %
NIBED . EAMAES 2010, F—2H Yy T EPUET 3R MA M LT hulad £4

Fig.2 [HILES ] ICX5Mik

o F— A N— X723/ A3 7 DIENVED 720 O fi Bl

o [Hiy & FMAZ DN TOWERIEIIIED < [FFE (P2 FPH TR H & PR & h 5 IR E)
o F— AN— A F /213N A XNV 2 OFIFINT B (B EE

o BRI 23 AL 72 35545 00l W

WORLD EN e @ JoinUs
C MEDICAL

WAMA  ASSOCIATION
WHAT WE DO PoOLICY PUBLICATIONS NEWS & PRESS WHO WE ARE JUNIOR DOCTORS MEMBERS' AREA

Policy / Current Policies / WMA Declaration of Taipei on Ethical Considerations A- A+
regarding Health Databases and Biobanks

WMA DECLARATION OF TAIPEI ON ETHICAL
CONSIDERATIONS REGARDING HEALTH DATABASES AND
BIOBANKS
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., ZTLTHEBOTHENS D £¥. BHREEML T2, BERNZHEIEIZOVWTOEDTIEH D £
Hh. TOBETEEARNEMEFEIZOWTHS NI > TWEVASTY. LALLWAIZLTTF—4
WEH XN, REINDD, 77X 23MICLTHATE NS, 27— 2 IZBT2MENTRIZDO0
TREDES bbb h, KECOVWTEHIMEhET.

WIS, T2 OMERICEL TE, R SN FIHGFEOMIFANBETT. WMHEFAOMRE LT,
F— R E 723V TLOIMEFICPHIMRE L U 2 2 kWi 51F, BUERHIZ S A2 6 W=y DRIE T+
THHERHEE M RBHIMBZAD I LN TE 20 LA, HH5WIEALPHEERE LTE
K 5aE, BIMMRHEISESDEE Xh2 28 LhEHA, F—2 23RO & D #2{kFI2)
22 RRSTEMER SIS, [JHOA YT+ —2F -2 vy bARBTEE XhEhE LhzdA. Zhid,
27 4 AL O AREME R AT R, ORI S BREOREMEIZ LD £

9. WMA #;B&EtiE

WMA T3S 2 % D £ (Fig. 3). ZORYIDOY Y 3 v T, FEGHIZESER S THITWY
9. BARFEHELT[ALY VRES] L [BILES] OB 2EM b2 2 e nFTFoh T E T
ZOEBEMNEZBRT S ZE1F, BICHTROWATEZETT. ANLY VERFESORGRIES TE 4R
HBETLEID?ZDOR2TZZD, BN EFZAITH L TERI» T2 ETHD, HFXADOHT
EEDTHD 2w ELTWEZ LETT

10. REFRORBRE

[~NLY YFES] OHWTEE LT, ROLS ZEMEHIZHWATETEEDEEA, [ANLY UV F
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Fig. 3 WMA &S 2020-2025

Human Rights
and Health

* Organizational challenges
(self governance,
professional autonomy)

* Health Care in Danger
(armed conflict and civilian
situations)

* Individual interventions

(doctors or patients at risk)

Universal

Health Coverage

* Promoting Physician-led
Primary Health Care

* Social and Environmental
Determinants of Health

* New technologies, education
and working conditions

* Emergency preparedness

Medical Ethics

* Promoting the DoG and the
International Code of
Medical Ethics (ICOME)

* Revising the ICOME

» Maintaining active
ownership of the DoH and

DoT

Organizational Capacity
» Governance development
* Member integration

- Staff development

Hel OWREIZH AMEEIZEZEDITL LI 2?2 ZhoOMiflix [~y v FES] 12K > TBIERST
ENTVWABTL LI IFROEHEL 525N OH 5, FI%%, tHL20OH-5ERIEH5TL &
IMY[ALYYFES | ORLEICEMAERT S L B 2ABMIEHEZTL LI ? [NV VY RES]
DIMINZ, WITERIRE, &5 VIINIRBINE M ERFET 5 72 DITHE F 721 3EH L AT s 5 v
BIEEH B TL LD A7

ZZT, ZThoDBEME LT L TAEL &5 (Table 6). flifilifiiz D\ TORYID 2D DEN,
INONEGEBIELL, BEILEoTHR#EINTOEREINIZONT, ZHFED & AT, EHHHE
AL XNEVED I, FI50ens LTHMLL TRhnzneBunEd. ki, F7BEOERLE T
OXZIZAS> TENERAD, HIZSAL AT XA R WVEHRBEZEA TAZT. [~NLY VFEE]
R AR BRI AR - BIERIES 52T L e 2. [NV VY FRES] ORYTEEEL S
RO D BEFIIH D TL LA, ZTHL28 A4 7OEMBMICEH202E LAZHEADT, FlEHN
THREILZVWERWET. 2L TREOERIL, [ALY YEES] oW TREITT 382, S50
BOMZHBTNE L WMALRF LT Ea s ankd AMERS 210 E S0, LWwWHILTY. &
ENE, R OBEBICHER L 20 E v T

Table 6 [~VY Y FES ] RFROME

o JLAE L T 5 TV A HEEIE S A B %2 h ?
e YesThBAEH, ZOMIEIZSEE [~ VFESIZkoTELNTVWE D ?

o BT T/t C & MW = BRI - LS IER S B B ?
o [NV VFEF| ORYMICEENE R SRR H B0 ?

o [NLY VREE] OIMINC, WIFENRERERLHFOAEMICE L TWMA A
TV aVeElZ0EOHLEEND D Hh?




Clin Eval 48 (1) 2020

11. HROFHL-ERELE [NV XEF]

MRDOH 7= LEHIZONT, IXRTEMETE TR AD2ELNEEAN, [NV VFET] OX
MRICEHEWTHMETT 22, Pu L2848 52 L BbNLIHHEHEF T TAL LA (Table 7).
ik CMRETORGIR, BFLE [NLY U FES] OBIEICOAENS LIZRD FEAR, £95 LEERMZD
WTRERZMT TESBELH B LMo T ¥, F—2, BFHEPOLEER, B, Feabtzwr ¥4
v, B, MERBSOWM AT, iy T — 2O, IR EIRRERENE T 5 720 O 7z 5
MONE, AV TA—LF - avey FOFEEAMEE VS 2R, FHIERTNENREFENIZON
TOFMLUOEES, PUIIRICBT X274 9 b, BELVSERMETT.

Table 7 WSEDHi 7%

o BHETLIFR

Ol RT A Y (THTT 47 - THA V5 LE)
o [PIRHE O 7= 2 Bt

o by 7 — X ORI REME:

© i 7= A HEdm D 7 ik

oA VT x—ALK - -avey (Fikimkzut)

o HE AR HLMIIOVWT O - 5 &

o PHZEIC I T BRSO XA 7 4 5 b
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12. BEdROLEZOAS T M (Table 8)

BZOKEIAE, BEELII =T 1 OBWHPBLETLD E T oM< A>TV AZEEREL TS
ZrERWET. Zhiz—hT, A REHEENEZEZORENMEL ST 227 4120V THIED%
B FIZ2HER 5T B L BWET. IROSMBELBENLLERILNTEXI2H86E, KDEHED
S UMD H BHRTHA Vv EEL 2N TELTLLEY. BEVPHOIELEHOTIAT ST — 4
EFRHVWARZLIZEDEBEEOERRER L DEVIREAZ P LAZEA. T/ OV 8 —Fy b (loT),
LYY — Av—bTUrwF, T4 9 bFATTY), DT ITITLTNA ZIZES>TEEISIEINS
F—RZIZDOWTES KT HLELRH D £, Zh 6 IZBTERICEREBMEMZZ IR Eh T E T,

—J, Bl aonnlEEL D 4. BEIIL—-T O3y =%, %70 b 3Lk hikhE
AEFXEHEEITHESRITHEELRS D 4. 2L TRBICHL LTV, SarsFlRESIL—
TOMVEIZOWTORERH B, L5 ETT

KEHBHEME LT, PatientsLikeMe 28d D 9. ZIUIBHERIKE LTHIGATOHE LD, 5
(20194F) DHE, 2L LT, BEICLS>TREO-DICHBE S MR TIE BV E WS T &2 5 I
B0 FE L BERGHEEEESGAET HMMBZLE VWS b5 720TT. KEBRFIZESEEZPL
F L7z ZOMBIIER ICEML, BEEROSVEEERET > T332 5T, REMICIIIERE
HHEFZZLI2hDE LY, Fikl8KE LT, KED United Healthcare 115 243 Bl LT &
T BABELELES, ASGOT — 2 E2WMFAH SN 5 DI 2 REME WA 500 E 5 »EER
Al LEWET. T LAETMIZONTIIILL O5EMAH 0 7.

1) Herper M. PatientsLikeMe, forced by U.S. to ditch Chinese investor, sold to UnitedHealth Group. STAT. June 24, 2019.
https://www.statnews.com/2019/06/24/patientslikeme-forced-by-u-s-to-ditch-chinese-investor-sold-to-unitedhealth-group/
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Table 8 BFHLIFR

RO ZEN % & 5

BEILLOFIG LT A v
BEPRAUNET 27— 212k 2% 508t (£ /D4 v 4 —% v b 1 1oT)
MENED 5 O BEN

e AT [NV VA

A= = PIRANE 7R

W BRFRE L T ¥ & LD TV

B REOLEYSM

v v ¢ v Y N NN\

13. BEEHF

BTN LB L TRV Or 08/ H D 4

B2, BEFAKOMPNEIZOWTOBETY. ZOEETIT OO TEIRSMN A RE L THhAEWTL &
2 ?

72, RO b THT AR A S 5 L0 D Tk, BRABRICHERE TG E» 5BV
ERDDET. BEE, MRTO L INOTFFAL Y, £2ETHEA VOBIEIZOWT, HEECERES
HEITHESTVET. ZOZ ARSI Y E4SER S 0, BEIFEHEO—EHTH 5 &S Ml
LEHBTLLES. —f, ZHEMELLVTO P I LORPANZYSICET AMEA ISR L 3. g
DFEIRE T v 2 2MLIZTHT 25886528 LhEdA. TV 2400, RBHAOEIMNITEE8LIC
T3 &) BB TEHENENE2FTRIZSMLELS LT L 0S5 MEERI > ThET.

oz, BHEOREZOELUOME, ZOHRFLIIM2, L -kMEE S ET. BHE1L/BL
NABWRENEZ IR T 2 EFRED ) — & —LIFHEDOTL & 5 H.
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MRT VA4 v, €v o7 —2OFHIZEY %% 10 F B OFEMEH i3 TR TH D, BERD AR
IR UHRO kiR A R T 20 - 2 FEBEAM ST . AR AT 2EEES,
dm EATRE & 22 5 T\ E ¥, CRISPR (Clustered Regularly Interspaced Short Palindromic Repeats : 27 5 2
g —ftEh, HEIICHEIREA & WO ECEEDORE DR L) L IFHEh 2 54k 4 ADNRICwEH 3 5 25 IS
DNTRRICHME SN T ET. FEBRICK > TH IS - AD AP LEJEER RS Z &2k % &5 2t
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o L HEMARF N D iE R
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O THTT 4T - THAY
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o N A ZHfEAIC K B e
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2) Chapman M. The end of placebos is in sight. WIRED. December 2, 2019.
https://www.wired.co.uk/article/end-of-placebo-trials
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T RTT 4 TTHA VKT A
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o WM X LA M
o R L X h 7= TH
o 7 N4 —Dffif
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‘ Invited lecture )

Presidential Symposium in the 40" Annual Scientific Meeting

of the Japanese Society of Clinical Pharmacology and Therapeutics, 2019
International Collaborative Research and New Trends of Research Ethics

Declaration of Helsinki:
Challenges and new trends ahead of us

Otmar Kloiber
Secretary General, World Medical Association

Organized & Chaired by:

Kazutaka Shimoda, Hiroshi Watanabe
Discussant: Kyoko Imamura

Organized & Translated by: Chieko Kurihara

(Wednesday, December 4, 2019, Keio Plaza Hotel Tokyo, Japan)

Abstract

In 1964 the World Medical Association Declaration of Helsinki (DoH) was the first international policy
to set ethical principles for medical research with human subjects. The DoH demanded informed consent
and later the authorization by ethics committees, the publication and sharing of results, the registration of
clinical trials and many other groundbreaking elements of protection for all participants in research.

The success of the DoH has partly been due to being regularly updated taking into account new
developments and trends in research when those pose new questions or challenges regarding ethical
conduct. Having received major updates every 5 to 10 years, the last DoH revision in 2013 was
complemented in 2016 by the Declaration of Taipei on Ethical Considerations regarding Health Databases
and Biobanks, which extended the ideas of subject protection to the world of virtual studies.

Current technological developments, but also the need for a better response to emergency situations,
which may include the testing of new medicines (e.g. vaccines) or procedures, as well as the currently
insufficient pre-clinical evaluation of medical products, raise questions about the comprehensiveness of the
DoH. The WMA observes a trend towards branched studies using multiple arms and new designs,
including the use of data sets from large patient groups as virtual control groups (“Real-World-Data”).

On the social side, the development of patient-driven research, the inclusion of vulnerable groups and
the question of ownership of data and process may raise challenges to the principles laid down in the DoH.
Is it time for the next revision?

Key words
medical ethics, human subject protection, research integrity, patient centricity, real world data
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