Clin Eval 48 (1) 2020

‘ Opening Remarks )

F 40 O AREREFREZSFMRS (20198 SRETEY VKRIDL
ERHEERZEICH T DR ARIBOFER

Eﬁ{EICETCD'C - THBE -
[NV VFEE | [CIOMS#EET ]
[ICHU /R—2 3V J ERAEfRIEDFER ™

-ER TH MF, EE @a’
- ®R R FETHRT

(20194F12 H4 HK R mET 7970, HH)

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

Opening Remarks:

The Declaration of Helsinki, CIOMS guidelines, ICH Renovation
and New Trend of Research Ethics

Organized & Chaired by: Kazutaka Shimoda ', Hiroshi Watanabe *
Organized/presented & Translated by: Chieko Kurihara®

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

RV VRY Y AR, ARMEIEARH QRS HFIRAE & A SRS 2 O KR A 2. REERIEA
EEROR — AR — DI,
http://cont.0.007.jp/48_1/48_1contents.html
U BRI AR R AR FAT AT 5 5 40 [0 H AERRIEBIE 2R 2 (2019) 2K 5 HAREIRIEIIE SIS R
(Professor & Chairman, Department of Psychiatry, Dokkyo Medical University School of Medicine; Meeting Presi-
dent of the 40" Annual Scientific Meeting of the JSCPT; Current President of the JSCPT)
POEISIRRIAE B - BIER  HARERSREEA SRR (Professor, Executive Director / Vice President, Hamamatsu
University School of Medicine; Immediate Past President of the JSCPT)
5 NIRRT R TR T S2 H F6 %% (National Institutes for Quantum and Radiological Science and Technology)

_5_



BR PR EFMf 48%& 1% 2020

P

Sl Z 2125 40 AR 0 AREERIR P22 2220 2 (20194F) 2 RAAm Y VRV v 4 [EELFEMNEIC BT 5
R mP O RFER] OitEETiT T2 ko7, 2OV VRY Y ATIE ANOEELHEEE HE»N
RO &S ERENEE Nz (1) HRZEAM2FEHERE Dr. Otmar Kloiber K0 [ALY Y FEES | ORELR
R &5 HERE K CRERIBEIZOWTORSE 5 (2) CIOMS (FEFEEERIAG#HS) k5 [ A%
W5 &3 B R B A 2E O E BRI PR IR 81 ] 2016 SR GTEREIB 2R E TdH - 72 Minas Gerais i FRFIE G
SES - B 4 B8P Dr. Dirceu Greco & 0 [FAliEE 2016 FF-SGT K O Z DD FEFEHE O REIE T 5 & Z
AIZOWTORE. Zhs OmAFEIIE [ICH (RESBHFRMERESHE) )/ RX—Y 3 V| ILk->TREh
5 kO KRR - BRSO Hiki e OBRICOWTHRE T2 2 & L FHICUTO LS oifbs i
G5 Z el

o JBF I L IR OB - TiRZRW (PPI)

« IPD ({HAIBMEHE T — ) HEFV 2L X

o SEIRWUZ T 1T B 5%

o O SMPEEE 2 =N=H LA ZFINL o ¥

o IBHOER] & ERTDOFEF]

BB E XL &I B

o 77 X AR IHEEAER & B T RO T 7 2 X

ZOFERE L THELNZHREAFITHREL ST 4 2y v 3 vOitgkE LTI T3, 2o
SREED, RO EMEDORIHR 2R T 2 & & 812, HAENKOZ g — 3L a1l 2 6 0, wfEdE
J SRR MEDAIAEIZBI L Tih o NE kA R+ 2 L I2F 595 2 & A2FHS

F—U—F
FRIREEPE 2GR, V7L =L R - F—4%, ~LY VFES, CIOMS

Rinsho Hyoka (Clinical Evaluation). 2020 ; 48 (1) : 5-13.



Clin Eval 48 (1) 2020

TH NF BHESKEESEEEZHBE TEHR
240 O A AERREEZ 2 MHS
(2019) &K
BABRREESSEER

VERRBER A3 - PRATGEATFHUS

1983-1987  WEH R KZAK 2B R 2 e RHE L3R
TR TR S

1987-1990 WG ERLAR ARG sIF} G Al

1988-1990 Department of Psychiatry, Brain &
Development Research Center,
University of North Carolina at Chapel
Hill, NC, USAIZH W\ TERATOER B
A=

1995-1996 Department of Clinical Pharmacology,
Huddinge University Hospital,
Karolinska Institute, Sweden {Z 51T
HABRAE I 2 2IREH B R

2002-2006 FWARPERSRGRIR AR HEEIRZ

2007-BIE  BHIEFIR RS i AT 8%

EE T ERERXE BE-FEE
BARAREEZSHIEER
ALRE R PR AR - RA R ETESG
1983~ EMERIZEHIERFE (55 =%, 1988 PhD
Hufs
1989-1991 Dusseldorf University, Germany f&Es
AR PRPETT SR
1994  WEARRFECFEEE 55 =R B
1998 EAMERIRZEZIR A MRIRSEB SR BhEUR
2005 EISERPERZFREGS BRSEBF R Bk
2007 WEFSEREREEAE GBI ER R BRI BN R
AT
2016-2019.3H [EZAFZERAFEEN  [E L IEBREEZERT
Pt v a4 —RR L Y 2 — R
2018-BifE IEfAEFIKY P - FIPR
2013-2018 H ARHRIRIERI P
HARRIENZEBHIERERE (AMED) 7025 &4 7 4 —

2019412 H4 H, 2540 HARRREM 22 At 2 (20194) SRAemY YAV Y 4L LT, [HERE
RIFFZEIC 5 0 2 TSefm RO #rie] LT 2EERY v AV 2 &R/ L, ZTOiEHs Z BT 2L
Lhotz. KV VARV LE, ANERRET IR ZUFEOF 7= 28FiICEm LT, MREMZIC
3 [~y v FEE]Y OSBHOBETOAEMIZ OO Cilam L7z, [~y VFREE] O 2000 4FHi#% 4 5
2013 I T AT I 8 B [E BRI ER T, &7z, 'S S & RIS S A 58 &2 R 72§ CIOMS (BRI~ M (K 1
) 12X 21582 OO EFEMRERFEIZ OV TEME L, FEOHERBEED/ ST » & - AL ZDFR
RIS IE U 7= BRIRRRER O 5 Wi & P el BEO B 2 iim 42 > Y RV o Ak ko 7.

_7_



BR PR EFMf 48%& 1% 2020

ERETHTF EIMERFEEAEFRZRMHTEEHAEE

LR K S BUARRE F ik R 3

1984-2000 i RRALENFS - MWtE - CEFRD) 4 L

1994-2017  (BF) BEEIRGHNTPIA TS THEDREHMN ] Mith 2 & » 7 (2017 fhtE

%=8)

2003-2007 (k) B3l SCHARFZE Air

2007- BUE  MOLATBOE NRGHREFHRATZEAT, (2016 45 & 0 #AL AR
12k D) EAFZE R RN R E R R 2% B R R

2019- BIE ®ENERERY  FHTHR

E T RIEARAR TR AR R R E R RS AIRRER

FEpgal#E 22 (IFAPP) fifEEEa®g

[EI R st bhiE R 22 (ICRP) 1091EEE 2 [WHAEIC 1) 5 gHimbiiE

Ofl| G

RERAEIE [~y Y FES ] 131964 FEICPIRERIR, 2013 4EHdET Y #%, 2014 4R1213 8RR 50 F4E D
KA Y, 2016 ICRAES A2 MET AN AT —ZR=2 LN ANV 2125 [HBlkEs]’
AR L 72

KRy VHRD Y LT 5 HHGEAT & 5 AR F R Otmar Kloiber EAMIZ, A EEAN 2 D B
FERIZBIT 2R RIR AL 72 L, 7 — 2 SRR O A B £ A 2 AL 2T — 4 XN = 2 L3 A
ISV NOBILOEKR, BE FENEO MR & S Wi & R R L, DB SRS D TRk
L7z, [~y v REE] ORMEGTIZBE T 2 A KM ORESYE, HARMEOEFOID MAIZK T S
HEGEL EIZ oW T MERE X N,

—Ji, CIOMS (HBEE¥Rkmi#ES) Tidd > DO MAMIIFE L R maEEe 2k L Tkh, %
DIRHGETIZ 2016 12T b7z (AR Z xR & § % [ERMEI 2O RO mETEet]) . Afgehd, 5K
IR B AGIEOR S N-BEC BT 2028, 4V T4 VIEMAEM S =012, SA ANV o ke, Hirs
LA AN - T 5.

& 9 — NDFHEGEAIT & % Minas Gerais A KY: (77 V) REYRES: - A fiw P52 4 % B Dirceu
GrecoRfliZ, 77 Y MEmiGHy22E (2019-2021), UNESCOHEB/EmmHER SRR - Ml#E
(2018-2021) 8Tk, CIOMSIEEF 2016 FRROMEFHE A VN — % Fd 7z, MM OM %, BiAF,
KRAEBBIL, [~NLY Y FET] 2000 BT LIRS, 7 O o [EERE A4 i PR EE O Bhia & 2547 L,
BAMAEELE LTOZ=Z)N=H)L - AL AT T - 722 ZOFEB K OFEBEMICEE S N 2 iR i gt
M- EEAIREY AR L7

AR, A= T F A —D—ANTHBERTIET» 5%, Opening Remarks & L T,
WG B R B &2 7 LD (Table 1), [~LY v FE S [CIOMS 4881 2 2D #in o J5E s 1975 5t
RHRETOEN, SHE G ICHERAEDINEGMEEERLE. (ALY Y FES] 20 %k
LT, DT 28y ZICBT2ZhETOA YA 2 — BB RS ESLMALE: 751 R
SHERERIZ 3o 13 B IEBEMERSY 5 [~y ¥ R EF] 2000 FEETI2 31 2 A A E W Re 2 ik - 15 e &
EEFHFEIAIEA & 2 OVFIIAED 5 [~y v R85 20024 [0 (2B 2 MY 5 2013 4 bk aT
LESHRING0 R (2014 4F) (1 22 B L AR GO BB OIS 5 75 b R IR & & R
B DR R R O FHE Y 5 i & PICBE 3 2 KIE FDA DO RIRY s IRE TH T 7 ¥ 24 ® < bk &, fair,

_8_



Clin Eval 48 (1) 2020

[fAFHEE]
NV OXREE] —#H-hEREERY 588
Dr. Otmar Kloiber, M.D., Ph.D., t REMSEHHERE
EEHFRERERRICET 2REDORE, BHE, KR IZN—HIL - AWRFTT - 77 EXIZEITT

Dr. Dirceu Greco, M. D., Ph.D., Minas Gerais A% BLAEY - £HhmIEE LR,
TV vEGREZSSR (2017-2019)

(R - EFEISE 3 ERIZ & )
(ER]

TH M BRI AR R A AR
£ 40 [0l B ARERIREFE A 2 e 2 (2019) 2k

Vo 25
HARERIR IR 2 2 P iR
Vg finl WAREERDAY Bl - Bl
il A BRIR SR X P e

[Opening Remarks : £ #k 5 548A]
SRETAE T ESLAFZERR R A R Rl A b 2 D R
(F—=HF A =12k 5 mkEFHE, HAGE)
[BEE - 35FR)
BHfeE H I 0 2019412 A 4 H (k) 13:00-15:00
2 wHET IR T (FEHE) 4858 4R EB)
[#%7]
TSI AR A5 T G & IR 2 3R WL S
MRS BRI 2




BR PR EF{H 48%& 1% 2020

additional benefit lZ RNEE L U 7= B%65& FIE - HFEUENC 361 2 AMERE T & BRI L2 2 s WMABRILE S
IZKDANLAT = ZR—Z - )54 X350 212 2 i PRI R O 37 e OVSKFH R, 2= /S—H AL -
HNISL D, U —rVILAJL ZDEBUC AT 2 EER Y.

Ky VRV Y LD, ICH (RESMEIFMEERH) )V / R=v a VT VAN, BHEE
WETE, SFHREE S & 6 72 [E B [ R G K OV e BT 28 D 36 V2 BY 3 % i 72 e Wi lS D, @il
ELBICHY, Han T A HELEE LB I LA,

Table 1 Wf5ElmPLO meHilR

e JCHY /X—3 3 v : IPD (individual participant data) 45 - RWD (real world data) #WE/HIZ&k D,
KB XN 72 O HEERIRGAR D 2 2 b L REE T 4 L v < 2 KK

o BUSRMNYE  FHIC K B [ - iR 2] (patient and public involvement: PPI) O & BHEEH 5 A
ToT (Internet of Things) B L C7 — # N 5 [[BETEWZE] DIAHRD

o r ) LR G G 7 KB DRFHGE - MR OPIEIZRES 543y =ML ~NL 2T 7 ZEHD
EUEOFEPH,~ AT Ze & HHLEATBRFE A > fi FRAY AR

o HIV/AIDS, 7K FHliEfEtic L COMBNGRS 6 KEH W T & ad) M ORL

® 271 — N )LAJL ZAZ AN 7z [FI AL R BRI e

1) World Medical Association. Declaration of Helsinki: Ethical Principles for Medical Research Involving Human Subjects.
Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964, and last amended by the 64th WMA
General Assembly, Fortaleza, Brazil, October 2013.



Clin Eval 48 (1) 2020

https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-
human-subjects/

[HAEERIZ, R ALy v FES ABERNR & T 5 ERAZRO MmN 5] ]
https://www.med.or.jp/doctor/international/wma/helsinki.html

2) Duncan N. Anniversary of the Signing of the Declaration of Helsinki. World Medical Journal. 2014; 60(4): 150-8.

3) World Medical Association. WMA Declaration of Taipei on Ethical Considerations regarding Health Databases and
Biobanks. Adopted by the 53rd WMA General Assembly, Washington, DC, USA, October 2002 and revised by the
67th WMA General Assembly, Taipei, Taiwan, October 2016.
https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-databases-
and-biobanks/

4) Council for International Organizations of Medical Sciences. International Ethical Guidelines for Health-related
Research Involving Humans. 2016.
https://cioms.ch/shop/product/international-ethical-guidelines-for-health-related-research-involving-humans/

R THe v, ZERES, R JEEwa], BB AM AR &3 2 M[EHEBIENT2E O H BR A fig BERE 8. BR R FTAlh.
2018 ; 45(4) : 745-862. ]
https://cioms.ch/shop/product/japanese-translation-2016-international-ethical-guidelines-for-health-related-
research-involving-humans/

5) Greco DB. Emancipation in the struggle for equality in research involving human volunteers. Rev bioét (Impr.). 2013;
21(1): 19-30.

6) Levine RJ, Lurie P, Lagakos SW. JEFRETHET, 4 V42— - R - fiMd. ~P Vv 3FES20L 5ilkin—
Levine, Lurie, Lagakos 2k 22 X ¥ b & 2O E—. KL, 2001 ; 28(3) : 409-22.
http://cont.0.007.jp/28_3/p409-22/report.html

7) R BETR T, A o — - R PIRRFEMR RIS RA Y 22— ALY U REEF 20004FK
Al FHIPH LK & 2 D5 & 75 2P BRIREHT. 2002 5 30 (1) = 99-107.
http://cont.0.007.jp/30_1/p99-107.pdf

8) Human D. FERTHET, HAEE, 4 v 22— [k, ALY Y FES2000FNE] 20 < bikin & 7 D% : Delon
Human A KIS HEHREA ~ 4 €2 —. EERGHIE. 2002 5 29(2-3) : 307-13.
http://cont.0.007.jp/29_23/p307-13.pdf

9) Kloiber 0. SR THa 1, FHEHKEB, 4 ¥ 22— -3 [~y U FEF | 50 I 7=k Ofe— IR R 2
HP5# K Dr. Otmar Kloiber 1 ¥ & ¥ 2 ——. FEIKEHIE. 2013 ; 41(2) : 351-72.
http://cont.0.007.jp/41_2/p351-72.pdf

10) HUH THa 1, RIS, ALYy Y R ESUGTREME @ () — 20134F%GET & H SIS0 40 2014 FEAD g
—. FEIRSEAMG. 2013 5 41(2) : 337-49.
http://cont.0.007.jp/41_2/p337-49.pdf

11) Temple R. HsTH2T, 4 v 22— - L KEFDA FEESGHE O S EHZDOWT =7 7 & AR HGRER, 2hR K
WF7ED B & B —. BRIREHT. 2014 5 42(2)  411-23.
http://cont.0.007.jp/42_2/p411-23.pdf

12) Mungherera M, Kloiber O, Doppelfeld E, Kumar A, Jorge MR. ZEBRT# T, HERE, 4 21— -8R HREK
B2 2014 St B R 25 0 2/ a — 3 L b B RO @ B & 782 — Dr. Margaret Mungherera, Dr. Otmar Kloiber,
Dr. Ajay Kumar, Prof. Dr. Elmar Doppelfeld, Dr. Miguel R. Jorge f ¥ & ¥ 2 ——. IR, 2014 5 42(2) : 425-
57.
http://cont.0.007.jp/42_2/p425-57 .pdf

13) Ames Dhai. ZERTHaF, K. M7 7V #1612 EIRDIEOMEL & R BRRRHE. 2017 5 45(3) : 629-47.
http://cont.0.007.jp/45_3/p629-47 .pdf



BR PR EF{H 48%& 1% 2020

14) BgRR. ST, 41 vava— BASRIARMERA Y4 a— 2203 —HL - AL - Ly Y
FHE T VAL - SEERBEOEFER IO, BRI 2018 5 46 (1) : 91-6.
http://cont.0.007.jp/46_1/p91-6.pdf

15) Desai K, Kumar A. ZERTHET, BMERE, 1 22— 3R 2016-2017 AR 2 K Ketan Desai [Efik 4 ~
FERAIZ Ajay Kumar BRAlIAND 4 > &2 ¥ 2 —  (REEERFRHERALE S L TO WMA QWL F, £ > FEIO 727 = >
Y A=t I —IZoWT REIREHE. 2018 5 46(1) : 107-11.
http://cont.0.007.jp/46_1/p107-11.pdf

16) Snaedal J. S THa7, HRERE, 12— R HREMSBRESEEFSRE - 74 27 v FIEMISNRE
Jon Snaedal [RRlIf Y A 2 — : NLAT = A XN—=Z N[ FNv o F U CHAN AR FEIRGHE. 2018 5 46(1) :
113-8.
http://cont.0.007.jp/46_1/p113-8.pdf

17) Elmar Doppelfeld. ZEE TH#a+, AR, 1 v #ta— iR WMEEES AHSRAERGRHZ D W T ORI 5
15D 7E 3% + Elmar Doppelfeld #4214 ~ 2 ¥ 2 — : WMABIALES IS 28R - AERGRHEAEE O30 2 HeR| 1.
BEPREEAM. 2018 5 46 (1) = 119-26.
http://cont.0.007.jp/46_1/p119-26.pdf

18) S THa T, AR, W - HARAIE 2016 4502 & ZOM#OWNE) - BllES, Y2+ —7HSE, £LT
ALY v FESERIRG0 AR &L, BRIKEET. 2018 5 46 (1) : 135-45.
http://cont.0.007.jp/46_1/p135-45.pdf



Clin Eval 48 (1) 2020

‘ Opening Remarks )

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

Opening Remarks:
The Declaration of Helsinki,
CIOMS guidelines, ICH Renovation
and New Trend of Research Ethics

Organized & Chaired by: Kazutaka Shimoda, Hiroshi Watanabe
Organized/presented & Translated by: Chieko Kurihara

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

Abstract

Here we publish the record of the Presidential Symposium of the 40" Annual Scientific Meeting of the
Japanese Society of Clinical Pharmacology and Therapeutics (2019), entitled “International Collaborative
Research and New Trends of Research Ethics”. In this symposium two important guests were invited and
presented the lecturers on: (1) Historical development of the Declaration of Helsinki and immediate
challenges as well as future perspectives of research ethics, discussed by Dr. Otmar Kloiber, Secretary
General of the World Medical Association; (2) Implications of the International Ethical Guidelines for
Health-related Research Involving Humans by the Council for International Organizations of Medical
Sciences (CIOMS) and other international documents, discussed by Dr. Dirceu Greco, Professor Emeritus,
Infectious Diseases and Bioethics, Federal University of Minas Gerais, who is one of the working group
members of the 2016 version of the CIOMS guidelines. We explored relationship between these ethical
principles and recent perspectives of methodologies of clinical trial and clinical research, especially
suggested in the ICH Renovation initiatives. The following points were specifically expected to be focused.

* Patient-driven research and patient, public involvement (PPI) in clinical trials

¢ Individual participant data (IPD) sharing and digital health

* Research in disaster situations

* Social determinants of health and universal health coverage

» Wellbeing of patients and physicians

* Research involving the vulnerable

* Placebo-controlled trial and post-trial access

The resulting findings from the lectures and discussions are recorded in this issue. We hope that this
publication contributes to grasping the latest trends of research ethics in the world and to find a direction
to go ahead in terms of clinical research infrastructure development and value generation both from
domestic and global perspectives.

Key words
clinical pharmacology, research ethics, real world data, Declaration of Helsinki, CIOMS
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