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[GRYE : BRRAREENEZ Z 6N, [WH%E
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HEl TE

B4 % 168t (good governance practice for research institu-

(ICH) (International Council for Harmonisation of Technical

(ICH Guideline for Good Clinical Prac-

) (materlal transfer agreement)

B 3 TWFeE AR ] OFRGES & 5. Transfer agreement 12

* ICH-GCP E6(R3) F 7 7
S ENTT NN

202345 H 19 H iR A#E (AR -

ST S R F (b

HHERHTIT Y v 2TV HLTF =2 3 VT H 5.
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Glossary

FI24HR (conflict of interest)

AN Z 22 3 EROBE T 2R A2 H L, EEAFRICEET 2 HMI 2 ki 2 fasic k- T
AYIWEEZ T D) A0 05 5K, FRSHERORES S 5720 T, BREDHW OIS 515
FHICHE L RIEFICEFATh 5. FIRSHERIZHT L & M aEO &0 L3R 0. frEe ik,
JEG IR A RIRSAHR (B : PR T 2 Y = 7 b AORI, il O b & 7213580, KR EARN 2D
BROEE) ICX > TR HELZ T LR, 5 5 .

#H/NF 2 X (governance)

WFZFEIR B I LR & 72 SR MIZ I 0 ST 5 N2z ik, A&, 4 v 7 70FHIZkWT, W7
B2 OMERZ 1T 2 505 #H3F v 238K - IEARE MDY, ZOWREITHES 3 220 10E &
N7=db 60 BHEMA (i, HUE FIE, I, Yox2nl) nEEhs’

W) & H/3F> X (good governance)

A — L THMENBED, TXTOMEIZOWTD AT — 2RI & —, FHIIZRSMNE, s, &
OTHRICH 5 %05 & B A K $ 2 T 7S B 2N 22 06 ) & J2hi 9 % BEIC BT & 5 wha38 0 2 HERR 1T A
A< JFH.

MEEBBDA/NF > AERICEET 268 (good governance practice for research institutions :
GGPRI)

WFZEHEBE 2, BIfRF D= — XIS T, A ORI TRE 2 B IHIC B D & SR 2 42010 2 5 i 4 31t - &%
FTHIEEHME Lz, AN F Y 2eF Al L2 F k&Y —)b. GGPRIO HEIE, &iFZeHEE 4,
HO6DA Y7 71T, 32 L CHlESh 205858 & 2 icxh3 5 86 OEEOm %
L, DX LEEIS U CHEY AL NLOMZEH NSV ZAAEATEZEI2H 5.

EEREM R (health-related research)

A &R E U7z ik AR TR 50T, — L TTRE A DR TTRE 2 fE MG 2 5 5 £ 7213 %
NICHM T2 Z &2 HWE LS., — M L8 2 fFHERIEE (generalizable health knowledge) & 13, fFEIC
B9 % BHGE, HI, BIRME, 232 h o ICH D @EHRICE T AHROERTHD, TIFTANRLGNT
WA RFEEIG & RIRHEFR O F BT L > TEMIT SN D, BT R A FERIGE (transferable health knowl-
edge) E1F, WIFAERPMONR, Bk, WU, BMEEEFIEHTE TS 2 2 & 2487, HFRHE

b Swiss Academy of Medical Sciences (SAMS). Guidelines. Collaboration between medical professionals and

industry. Approved by the Senate of the SAMS on 2 June 2022.
Hi# : World Bank. Governance and Development. Washington, D.C.: World Bank; 1992: p. 1.

2
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fF7eid, “A0 5 BP0 5 ki & BT U 7z R O E AT - EPERIREZE 20 U, BRRAAER, BURWEE, 722t
K, ANV ER VT, AREIIR, TBIRPEIZ, HEEFEEIRE AT

N AR (interventional research)

it E 721370 b a s % 2MFH, 20T 23REICHTAINAEZES L Zhoo
AL, RS RIEFES 2 & ORBEHE Z W80, AUE, &5 0 IERECER L EDBINE DT
FEANEEND. EPEFENRICE T, TANEIE - MRICEERRBRE L THIOhTED, [EHEHICH
T BT ThL, SPRHALE, FEEEESEOMA, Ml - BEFREA EDMOFHED T AL R E T
54

&7 (observational research)

HRENBE L 2NBEORICIET R, HESMNER, ZOTH), BHEAONAREMEIITbha,
B, FrEosmEHEER, s, b, 178, BEARRIICEg, ik, T2 AHNE
T 5. SMEHETHENREZRE S 7O—BE L TOINA (RERCEER 2 & RN 2 &) POE
#ZTBEENRD BN, MRHE L THFEONARBD B TENh S Z &idhy (KRR E 3R E3).
BT E BIERIZEI2 60T, ZOMETETIINEL AL 572Th A ) T — 24 RLAEKRE 2 15 E »
WS 28805 5" [HFEHNORET — 2 ROCARBRRB OB 8 2Oz L.

TR (research institution)

RPN N FENE X N B A B 5 OIZFAAEEE £ 72 13BIK, & 2 WIZEEBEEE £ 72 13 AR AL ek,
AfgetO HE b, [WIRRE] &5 HEEE, @REBEMREE A EmEh s, 232 hIcBE T 5
NTOWEREZEWRL, 7O LM OMar £ 723K HEDO 5 & LTRSS Th a2 E S
EMDY, TR A FHOE T 5 (R Y &2 — A& E) ICRE XL’

LS ME (research participant)

A (7 B CEIRNLE % £) OBBEN 2 RE, WoHEEE, 23 SRR E LT, (@R
7 a Y s McBT 2N YA, RO A B L 2 {EFE 45, Fhi S h 5% & B
WO WEREGT 5808, £7203, ZOWRKPABIEOMH £ 72 1 3Eid IR OFEICEEL T b4
Gl EE) °

S FEIRRRER kRS (CIOMS). AR & 5% &3 2 B 22 o EBR M R fE 8. 2016 4~ doi: 10.56759/
rgx17405

O K EIENL AR, OKEIESLIZE KRS, Clinical Trials.gov : BERAERIZOW TR, v 7 R—Y, 2023
FI0H23HT 7 & %,

SO [EBREESE S ALHIFARI 223 (ICH) FRPRARER D2l B4 % AUk E6(R2). 2016. ARgpliEnsi<, ICHH A F 54

v [HARGRER O FNEIZBE 3 2 5 (GCP) ] E6(R3) DE3IRKEIEIZ/ STV v s avH LT —v a vHHTh D, [RiE:

ATARIH R A AR S h 7. ] E6RI) HRICH T 5 [BBRSINFE] OE®RiE, E6R2)IKT 5 [#BRE B

W] DEFREE—THS.

HiL © World Health Organization (WHO). Product Research and Development Team. Operational guidelines for eth-

ics committees that review biomedical research. Geneva, Switzerland: WHO; 2000.
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A DEEL (research waste)
WL, T 74 v, Fhi, WROW K EOHBEIZXD, BIEARMEROESES, gL -G
12T A4S ADBITIC LI L 72028, ([&W] 2oz L))

&iE (resources)

AgEHIZ B WT [EIH] &%, W, WHE, AERO 229 7, ek, WK - REEs, - Fo 7,
VI w27, A3 —vav V=), FT—2{R#A TS, EF - RX=Z, N F NV,
R - ENBE A E 2 BT 5. ZHEIHBINXBEOMETH 5720 Th<, N F v 2A0ME, T4
HDEMNEGEE MBI L > THRE LN BT ERZ2T72012, MEBFICEDI S kY — Y 2 & LEN1EM
ENBENENHIETE H 5.

MRENORET — 2 RUCAEBEEAFHOBF A (re-use of health data and human biological mate-
rial for research purposes)

BIEITRIClC, IR0 I (B 2 2, 6H, ) TIE S =REFEO T — & i3 AR
Rk AR5 2 &, (@] 23802 L))

FHEHARIEITS (scientific misconduct)

BI04 Y7270 7 4, WIRSMFHEORE, ARELEERMET 2720180 6 Nz H i TIE,
&, ROZTANS N TS HEESFEIINOAMSE T, 7RORE, Fh, FE, F72IEMEbRo®R
HICk T 21, WA, BGaEThAraihss, ZholtlleEshian, s, 7— 208
RETob LT, -3 WETIEThD. WAL, WZHR, M 2370k 24 854E
FTEZE, DEINVET - AR RAELEE L IZAKL, LRI OIS EMIcEB I hank S
195628 Thb. Flgieild, WbinsLr oy FEA5GEFIMEOTAT7, Tutx, FER, £
SHEEFHT L TH B, FIFNAETAICE, BROMEIEEALW.

7T — 42 (study data)
{HREREMZE 7 — 2, WK LD £ 238 HF — 2 RX—=2 - N4 vy E5NCERE, 23 2
=71, RERETEE, AREE - REEE» O AR ST BN - BT — 4.

" Wit : European Federation of Academies of Sciences and Humanities (ALLEA) . The European Code of Conduct

for Research Integrity. 2023 Revised Edition. doi: 10.26356/ECOC
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FFX

Foreword

1=
B3R

BlEfseid, MRPOALOEE Y 2L —4 V7 &TFD, HEXE 320K TH D, WEH
I3 &7z, COVID-19D/3Y 73 v 7 R5MEE# 5 L, TRTOMNIHEE RITTERAGERIIHDT 5 &
Bi#ICW3, Bga 3 a=F 43 2hEs i, 29 LRilo s WEEIC L b1as» > B d B> T
%. COVID-197 7 F v ORFIE, RIEFIIZIH T 2 WFEEIOF TR IIBITH 3

1960 A LIRE, 77 a — 7 b & LD E - T, ABASMT 2 WFZEin 3 &= IcsmL >->
b5, (EFEBHATIE, O, Huk, EEEL L THEEIT AMEIANZ T — 7 R Z —&FES, RIS
BEDEESTNE., ZOT v ZEEEIDWHIT 27200, KL< OB, HME, pEERET O
Eet B RIR & N, IEE LB AZ R L TWd. ZhoDXEDS B, RUNCHIRE N, RKE51H
ENZEDDVEDN, 1964 FITHREMEIZ L > THRINE W72 [NLy VR ES] Thb. TR
WEED [RE:] & LA #E#INTH D, 201640 CIOMS [ AR % % 5 & 4 2 it e B 22 o [F B 0 i
FHESEE] (AR ¢ TR | 45 %4 5120 AR, LUF [CIOMS fiBifsl]. ] # 80§ RTOXEN I N2 BT L
TW5.

gl

FELBE
o F1F (responsibilities) :
1F &AL DMEAEEIRCERTIE, MRS OGN, WER, Bhtx<F2MAHMAOEICEREZ YT
Tk, MEGREZTRS REC) 7 — bF—5—D&#I %R 73, ICH (International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use : I8 35 &8 R A [E R 2
) D 2016 Fhi [ RSSO ERIK B D FEHED HHE (GCP) E6(R2)| (ICH-GCP) 13 E TR EFISNTH D,
HoNF v A, BERESERBTFIEE (SOP), SVEMRGE, T—4 3V A Y FOMEEMEREL, 2RV -0
BRI 25l s /74 4 v 2% R LT05%. LA L, ICH-GCP [R5 O EIRGRER D 72 9 IZ R &
N7 DTHY, REROEKABRLUIOMERIENIE TEEIZ I enBneidni, BEEE
RIAI2=T 4, MEBEEEMOZT -2 FL T —DEENZOWTEFEXLTHEAEL, BELESE
5 —DOEIFEHENTE L, AR (WHO) 2201142 & L7z [ A& x5 &4 2 {dFER 2R o
MBEEF I T AL T4 4 2] THHH, EICRECEFKVLTARKROBELIZHENAYTT
W3, ZOXHEE, 202390 [ A E R E$ B BB EO MM ZEEIZOWToORYy Fv—F
YIDREHOWHOY =) 12X o> THiEX N TH D, BB 2 me Eh g, FERKICE,
W E DTSRRI 2 DB A R T DI BE LB EZ EORERA L TV s il s h s Z & i
e AL, ZOFMINE, AR INAZZHINEIAR WD, Ta a LT EIcfflilizfrbhn
5. ZTOME, HRSMELZOT I 227 4 ORE, KOO WEEIRIET 572012, &Hlkk,
Bt dp 2\ I ERERE TR T HE 2 WF2EiE ) & RIS T 2 I MAIF LA E BT L350,
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e jj/NF 2 Z (governance) :
2016 4%, MHRZEAIZIE [NV AT — 2 X= 2 LN A F 30 22T 2 P ELEIZ B 2 WMA ALE
SICHNF Y 2T 3EE A B DIAAL. 72, 20164F [CIOMS{REfEEt] TE N4 AN 2D F
INF Y ZAORERRY FFohTeD, ZHEFEABRIZEINGE#S O 2016 - [AKHCRERFHZ DWW T o
WFZRIC B3 2 MR EN N3 5 B R B 2815 CM/Rec (2016) 6] [FRE: « [EGREHN ] 46 % 1512230 AR] 12
BEDIAFN TS, Zhid, FEMEHICEWT, ROFBICLELERE, ZhoDEHO H I F
VZILKTABELREE > TSI EERL TV S,

B& 2 M (patient involvement) :

20224F-CIOMS 7 — % ¥ 7' 7' — 7 XIS & 2 Wty [R3E M OB JE, M, RaslHAOGEHSE] (R
TERPRETAL ] 51550 3912 252 AR TlE, BN &K% - W miiRic s v aid, [RENOMYE &
FHAZRET 272012, REREZFHEHTIUREMEDH 2 A4 %, TOANZEOUEL, &, B, WHIR
IZBE9 % [ % 724%858% | (lived experiences) ZHEFMICIEBTEX 28NN A/ S— b F—L AL T T L %258
FAL T3,

X EM (intersectionality) :

9~ DOHEELSMBEIR, FEO=— XN THEATIII =T 1 OEMNEARAT I LT
b0, THIEEREMOMIZHENT, K0AFNEAFETHbhaF I e s swn. ZOBN» 5,
Frooteml, AR, R, vxva— (MEZRE2ED), BHE, BRELTOMN, %E, BRicES<
AN R ARIE DR EMNERBD B T ENARTH S, S IE, 5503 FEROANEHEIMHA
WL LESBDTHD, Thoi, &3EERONEERNOFEOANTE-EEMEET S L E2Hi<2D
12, RO, L EFhEEs a0 2w ZETHBS

A¥HIN— bF—2 v T (equitable partnerships) :

R EO A AT % &0 S IFRIHEIZ B 2 3 EANOR D A L, 20164 [CIOMS B 4f)
IZF T BMETIEIC B A S R EERFISI 5 T, TRTD AT — 2 R & — DO B4tk L
BHG, EOBFEDNT-ERICENE S TOBEE REHEE A LHLE LT, 201640 [FIEER
T AEREZF 27— F ¥y TOHDOFAIREEEAI], 201840 [TRUST 2 — F - A%/ ¥ —
F =y TORHOMBRIITEIRE], 202140 CIOMSa Yy 2L K- [EESRS W25k
BB BERIZE] BEROEFRIRE N T 5. ZhoOEE, RS NHIEFIC T OMEs & (R <
NBAVBEMIZE S TERINDIEVWSINE—F YV ZF 4 v o EREPSBHIL, MRBMEL 202
3274 8%k, HOMPHEETEIMADORRVEEL LTALEIN, ZOLI b LnEE
LwEnd, K PEEERN MKV TWS, 2, FETa Y =2 b OEY 5, o
BOWROYUKIZEL T, ZMEOBREZHL V), BIHFEOD D 4222522 RkDBZED
THY, [BF - HROBEEES ] (PPIE) L LTHMONE LI ICh-7FAITHS. ZDLS /5T
ALY T ME, MIRPFERENBHEE, &5 0 3BRT2BBICH T, MR O 2% 2 E %
0 KL 2HEROMBEMA LA L T B, KiggHE, WIZEEP MR - SHMNET 2R 2237
¥ DY) 5 B A MBS IRt T2 B L5 IRT B Z 8T, ARMEXNR &3 B @RS O EUER

8 https://www.intersectionaljustice.org/what-is-intersectionality
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AL BT 2 v v 72D BZZ L2 BXL TS, ZTho OB, kA ARSI B2,
MR L2 FAR) TR DR AR TS Lk, IFEREIE, IR 2 258 4 M L
ORI L 720 T RETRIAEL, B LASENO—E L U THIRmHEORANZ L, (EHERHENTZE
DB TiR & @ A BN, %A, M, B2 2o 2 enfEELninirey
MANSA v

MABBEDAH/NF > AEKEICEY 3EERESTOEBD

KiESOHIIZ, AEEZNRLETAMEDOBMEL ZD I 227 1 ORH, K70t ZANDREH &
B, IO B8 2 R & I KBRICHEF U 28 23 & PR 0 )k & VB 2 IRGES 5 L W ) Bl 6, WFZeiBY
BEZOETEEID KK RAEEE LT3 ThH5. AdESHE, (@FEEBHHERFZOEIZB T 3K GED
[E| BRI e Je OV St S HE ARG U, WFZEREEIC 2 e & O FEhi 7 IS B 2 sl D BRI 2 97 4 & v 2 &4t
H42L0TH5. AfEEE, ICH-GCP#IEL®, FXREBIZHM I N TR IRIEDBE LHITEA &
NTWBEHNF Y 2T IREEMATT 28D TH 5.

MREBEDZE

W7, BlA L, BBIOBERRIHSE, KO/ XIEZDOR 4y 75, (@R EICE 3 2 %
P, TUr— b, FHEAVECL—ICRETA I EAMLUT, [EBEMIZSICEEL, —AMLaTRE X
IR RE A (R AIER DO FEIE R 2 5 L 2RO EIK A (23 5. /2, WIREBANA OIS &
T2 RE R AT A Z L TEEMT 5. MIRHNTOMET — 2 ROERRB ORI, 20k
5 T — 4 RORBH A INE T 2 R I AR AR TH I EZ TEMRETH 5. FEE, £ < O
RISEAOME L v 24 —Tidn <, AN XIIALOEEEY Y & — JFwbe, T4 7 7Higk, HE87 7 hiak
HBHEVEIAREE Y - A TEEEN TIN5,

WFZEHEBIIZ T, XUTHTZEAEI & B U CifZE & 9204 5 Z Lid, SO AR v — 2 ige 4 HEd 4
DA THH->TE, TOMEEBIZE > THITEDOETEED . AR SUIFAR & NI H %1 4R
i, B 52 ENEXIE IR T B BRI U T, AR OMREER 2 BT & SR T 2 By, B S Off
ST BB R OBET AR T 20T TIdAL, WEBINE, s, EREEREVZOMONED
AT =2 RN =IIR LTS, BHRCHEOZBELFTAREEZES. 2L, SMHEOEML, A
RO, Z&O6CICA Ly 7 OB IIZEE O], FEAOABEKRTA v 72 7 4 2RI iR 3 2
ZenEEhd. 7, BEAEET L2200 AHBESHL A Fuda s sn. IIREEOHTE
1, BERCEIICHT 2 BN ARFICHRT 20 TH 22, FHEFC, FRERIZEEL T2 E
Mo rboT, MIEEELEL, &AL TWBZ L5, MIZEEDOREHE XN 2 2K Y 4 —
THHGENDHE NI HEELLBEHL TS, IR, AL E2ZDXSIZEHEL TH a2 E2 Ty
PhET, WARIBAIIEBVWTLZIhoDELA2ENT 28505 5.

& ZAMRIRE SRR UEIZ L EE 5T LTY, FEmB, A%t F¥mA Y7205 1 Ol
B S, WIeHBNIEE IR TR A ISR LT3, 2RISR OB B0 2 M8 72 Tids <,
PRI T 2 BEPL M ADEIHAE M T 2 7-DIC8 AR THB. LirL, FEEOEMIZEE X
haedhidasknl, MREOABHIRIEM I NI RNETH 30, 1EE AL DI CRIRI%E L v
R—%BITHMBEI LN, RELWI ETEAW., ABAERNRET3FRTOMIEI, RLLNILD
A LML A B E 2 b Tid AV, AHEHITR ShzEeHs, R ARBENDON AIZ B
BIROEH #HIR LoD, MRE#H» 6 L ROFEE2/82 7200 FE 2 MBIt s 2 4 HWN
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ELTWE, MEANREDZ, ST, ZOREBOHRT, &5 0IFHEBICBE L Cirbh 5 ih8)
Zagak L, TO=— X PG THY BV RXADHNF Y 22 HHT2 2L TH 5.

CIOMS 1=

[E BRI A a2 (CIOMS) i3, 1949412 WHO & 2 3 2 T 23 Hh[6] Tz U 72 [ 7 JEBURF IR &S A
Mk Td 5. CIOMSOffidmid, fml, [REEFT, ReMidGORBERENIROTA £V 2 2B L TA
Kt Em LX 3L TH 5.

CIOMS OREHIFFHM L A4 4 v ZAXHETH D, FFEDOFHICHH T2 MAN L2 ZERKROTA &4
Z & UTHERET 5. 2016 FF-1CUKET & 7z CIOMS [ A % kf 5 & 4 % fERE B R 28 o E B fm PR FE £1) 12
M#, CIOMSTE¥IEIE 202141 [EFEAZ LWEREIC I 2 EIRIIZE] SBT3 M3 %, 2022
1203 [RIEF OB, Bl ReEsANOBESE] T3 REHE2HEEL . CIOMSId2=—2
K0 — L DORPER RS LT, WFZESBI D N F v 2 EhaIZBIT 5 3541 (LUT [GGPRILJ) (2B L
BBDZT — 2w &= 12x0 U 7-FRERE 2T 2 DISE L2 s b 5. fEEIB 213 CIOMS #4T
ZESICXD, MAEOMAER - S0 REeIscERR, E - ik - FEEL L TcoBT o A3, ZomM
BIZHD M K5 Edfr e e, EREHIE, IRE2FELEGO AL L TOAOEEZ TR E L,
Wi B & RN Fo 1) 2 @O FRUEIZHE > TRy 2 47 5 I E @b 2 B2 k55 2 & T, 2045
o B AMEBIENOR N A LEE52Z2 L Th 5.

GGPRIIVZBI4 % CIOMSEEI 2O IE, EDAFTY) —IZBT32I12Bb 5T, HEEREUZED
TuY 2l P aFEBRT DI BE LML EEEARET S L Th o7z, TT T “HEHT &I, K
WM, fRex x4 v 7, Mgk, HEIRKRE 20, N— o7&y 7927, 33227 —va v
V=), F—A{RH#A VT T, NLATF—BRN=RA LN, XNV W BN R VR E R
BT 5. ZHFHEICHBZRROBE TR AL, DLAANF Y ZOMETH S, DX, FEEIIF
FHELHEENC L > THE O N HTE AR THEOICBEL Y - U AR TELBMA NI T ETH 5.

AREEDER EAR
AfgeHE, HREFIHEESICT 5720, SAEERAEREZH S RE 1208876 Tnwd .
1. w329 X Vb

2. fmE

3. Wi

4. FBEENA VT 20 T4

5. Flepny skt

6. 7 — & LK ONEE, RE, FIH : A XNV IRV YA MY
7. 7 — 2 OHD o K OERSET (IT)

8. M H N O PR

9. LRI

100 3322 —vav

11. #HKOPH

12. WFFEREBE o iff7e
FAIE, 477, ARNEIE, MEOEIROBEA, St TE 24 82 WUET5 (X1). Z
NoOEWE, FHHRICHEH SIS A v 7 7 & AREEI, 29U R a S O 2 & - BEE T
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2% L3RS RVh, $RTOMEKBETHHTETH 2 XETH 5.

KA B BWZEDH N F » 2 A WFE T L2 21, ThoDEEE &0 AEMIEHT % 720 05h% N
GHETH S, SRIIHELSHEETH B, FEOME oY 22 MokwTid, Rc & - TEMMY
NE -7 0K B-720F 5,

K1 WD A NF ¥ ARSI TERE TN E EE L fig

45/ GeREp

N147

HEHFR

—RINS, BT I D DENRT SN T VDA, WL DrDFIRIZ OV TE, FEHLERICBEL
TED, WERES RS ZEIZER TV 720, —DODREICEEHTRbh T35, &EiE, [P
MO TIIEL, MOBEEEZ THIRL, StONETH D, KT, TOTEREEH I3 EI, 7
LCZDHIBTERINE LSRR, V P EZOMEERL TS, BET 2 EELAMEIE, KTTHIZ%
XigNA 74 P ERT03. SHORBRICEZE LMD Z B350 (KEDOA VI 4 VIR [RE: A0 Y
FUREE®T 5] TENAS=) V&) % A& SR & 27O OREHE R PR A & o B &
ARLTW5, WSR2 ITR IR TR A B A R T 2 200y — L e LT, £72, W@k i/
VAENE AL T A 20DOMEE Ty 0 —T T T B0DOY —ILE LT, FETANE LS HIRICIK S
nTng., [tk 2EREO-®, KETHHINTWSEF—FA Y FOFFIE, HHROFSE—RX 1
T3,

AR LT 2MEME, W< O2DHIF %ML IEF ISR TH D, M 2R DR A D

* LUFCRIE.
https://doi.org/10.56759/hslk3269
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HTEEENS., 20720, "9 E2 XKML T, Mok M CEMMZLBRA L VTR DH 5.
[TRNAF N 7D &S B BOHEMNBERIIMELTE v, 2O L BERMDOEHKRABRO 7T ICE
WTRHZBE T, RIS OBRABRO BN A E R L T2 EMEFRICBENTT L F AL V4 —
FeAhBEENbZeNEL, RERDOEHIKRFED 72K L ICH-GCP (R & 0 i K BR 0O F2hi 12 B 4
28 MNIITHRE SN TS, ICH-GCP OWFFEFZERIZ B 2 EEMIZEGR O RMA 0 A, ICH-GCP
WATENZE, BLERAFTE, BN A E ORI TCOBMIZIES EFDBEL THWEWI L3 HFETH D, B
B2k - TE, ICH-GCP DFfElc & - THIZEZSMIE D IR & WHPED B E DM A Ak b 2 TEetk £
b5,

KIS DEEK

ARIEEHE, BB A & W2 f@FEBENIE DO AR E L CHIHT 2 Z & AT 5. RigEHE, ST
D BTSN TSR A ik 35 1) 2 RO E BRI EET, TMRIHE, FHEHMENDEA H 5 03T b
AT DE L THODIENTE S,

AAG¢ % T3 BB, MBI T 2175 2 &A% F L,

1. WFZEHEBEN, SOTAFZERERE I B U 392 X T 2 BUE L ORFEirh O Ze s s 2 R L, [
L 75T B ifE %M 5.

2. FRHHKOWIZICHHA SN TOIMAOEE (XM12H) &, 2056 B0 FE aflim 4 &
DE KA TWEhrETy YT 5,

3. MBI AR DI O 7= 012, WG OMIE L UET 2 -0 OWIEE VKT 5. £ < OHG,
eI I M TER I N DI RNETE L L, RO, SERGEE BREEE, BHO
RAEERBESMOM FIZBT 2 X DJATAKEE S OBBEICEWTER SN D ZE8EE L,

FIUHARE RIS UC, PRI, ZhZhoflick iy 3 BN E=—XIZB T, Zhs0
B AT B BROBRIEN 2 MEISERET S Z AL E L, Zh, RO T N TOEME, B,
FEREDOBNMMT O X A TITH) TN TES. W%, BERONE, £ U TR MEROMFE=— X
A BRESIE OMNTIZEEN B2 H 5. - T, WO & RS HIZ W TR EE) 2 6 yic 58
LTH<L Zid, YEMEEEOMO T X TOFEHIFEE2E 26T L1124k 5.

WA EEXNT NS, HBVIZZFRITEEG L TWBE L OB T, BB X 3025803 I3 R
EMTH D, KL< HHEHDO DI, MEBZOMEKEOHGO—ETIELEVW2rE5THD. LrL, &
IR RFEHEHIZ L 5T, MIRIEEEDO= - IR T 5 20ICAHRTH Y, Thd A, Tt fme L
D, POEMRELTORBE THS. £/, RHIRZOMOEREMERFHIZE >TE, HREF vV T7RF
MR EE AW B2 L 0T RA 5 5. LA -, ZThoDigehd, MEEass, H135 v
Z, mBERIEE MEEMH, SEREVE, 65V IERESMOMBEIZ DN T, FEITEEE & oxtEE cHlH
TH5ZLETES. KIS, BAHMNDOZR Y - BRI E, UL XL TR Te Y 2 o
PEFERT BB, KiFEES2EZ LTI LNELLND
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SZ 3k
AXEHOBELEADY) V7 IZFTRTE Y T4 VIRALL T CHERETH 5.
https://doi.org/10.56759/hslk3269

Council for International Organizations of Medical Sciences (CIOMS). International ethical guidelines for health-related
research involving humans. 2016. doi: 10.56759/rgxI7405

Council for International Organizations of Medical Sciences (CIOMS). Clinical research in resource-limited settings.
2021. doi: 10.56759/cyqe7288

Council for International Organizations of Medical Sciences (CIOMS). Patient involvement in the development, regula-
tion and safe use of medicines. 2022. doi: 10.56759/iiew8982

Council of Europe (COE). Recommendation CM/Rec(2016)6 of the Committee of Ministers to member States on
research on biological materials of human origin. 2016. (Adopted by the Committee of Ministers on 11 May 2016 at
the 1256th meeting of the Ministers’ Deputies). Available from the COE website

International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH).
Guideline for Good Clinical Practice E6(R2). 2016. *

Organisation for Economic Cooperation and Development. Strengthening the Effectiveness and Sustainability of
International Research Infrastructures. OECD Science, Technology and Industry Policy Papers, n° 48. Paris,
France: OECD; 2017.

The TRUST Code - A Global Code of Conduct for Equitable Research Partnerships. 2018. doi: 10.48508/
GCC/2018.05

Wilkinson MD, Dumontier M, Jan Aalbersberg |, et al. Addendum: The FAIR Guiding Principles for scientific data man-
agement and stewardship. Sci Data. 2019;6(1):6. doi: 10.1038/s41597-019-0009-6

World Health Organization. Standards and operational guidance for ethics review of health-related research with
human participants. 2011. Available from the WHO website

World Health Organization (WHO). Research for universal health coverage: World health report 2013. Available from
the WHO website

World Health Organization. WHO tool for benchmarking ethics oversight of health-related research involving human
participants. 2023. CC BY-NC-SA 3.0 IGO. Available from the WHO website

World Medical Association. WMA Declaration of Helsinki — ethical principles for medical research involving human sub-
jects. 2013. Available on the WMA website

World Medical Association. WMA Declaration of Taipei on ethical considerations regarding health databases and bio-
banks. 2016. Available on the WMA website

% ICH-GCP E6(R3) F 7 7 M 3MUIIAMEEHER L T/STY v o2V LT —2 3 v hTh B, [[FUE: ABERHE
IERIC AR S hiz ]
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E1E ME#EECEIEZTIIAC b
Research institution management

Te & EE
PRI, fhoDAi 2Rk & RIAR IS, W) A RS IE DR E L FhE & @ U T, Bh A3 v 22k -5
TORERTELHEMEANOZOIZHEET S, WAL TE Y TEES, LTF320ORTD
TERIADIDD B,

o ik oD Bk 22 Hi & iy % BHREIC T 5.

o X A EHFEMN L LDIZL, HIEAFER X E 5.

o M N E LH AW ET A EHT 5.

WIZEHEBI D 735 v 21203, By, B R ORREN RS, MBS A6, KRR KROI I 227 —
Vg VRN, 2%y 7 ORE LE, MIEBE ORISR ICHER A, FHtiL, EET S L8
BWThb. BNhHANF 2, G, A VYF 2074, avT 547X, BN, ANSHETH,» S
MR X, DIT4DDRBHTRI AL PERIZHSOTHEI NS Z LN FE LU,

o ffZehssk, fHdy, R, ifli%PEICT %
o SR e MAEE, V-4 —v o7, Xk
e[S Ly VYAV AYV N, WEATHAV AV N, ) AER
AT — U HRNA—LDFA—F VRN ETII 2= — gV

BREIEIE AT E
1 AROMEE, Fdp, BZE, &

Wi7E & F a4 2 BBIE, ZOHFEFRIC W TELHEMTH 2 (HiEE [WIFHEHE] ok 28,
FRSE T DI A % 8 5 BRIKEREE A & JET A DEHEBDEATZFNICE S T, »5W 5 0WOMERICHEFT 5%
kR ORmbe, BERRER L Y 4 — & L) & dhu, ML O ST FafiEe 528 (K —
Y2 AT 2R R A E) 2 d B, Fz, BODH B EFERENIZE (BEERD T T I L4017,
INRATZE R L) OSARICHBRERO 2B HE b 5. Lz ->T, KRB, 20K, 7
mME, REOHSWNELEZE L, WRMERICE - 2o, BY, it s xTh5. Wik
HAZEREIR, iy, B, ik, MBI L > TUTIORTIIROIMEA I %25 A TREEETH
5.

o MiflEE, ABRERK, B, WFZEOE AN 2 & 5B O 3R E
ofiiik - A vT7F, v—r7u—, FTFYIr—3 3 vDHF
o HHEAHME 240, HME L L COFHRIRI B IHE T 2

2 HBOBE, V-5-Tv 7, Xt
PERRBELIIZEIE, RIEkICHD E, ZERNTHD, 4731927 THD, EHANTH 5 L KRR E R
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A28 DTH 5. BN, FIHTREZZFICESOWTHRO=—ZIIRA 5729, UTOLS5> & A
MBEOSUL 2 G 550 - A4 V7 5 2 BET 208N D 5.
o WIFEIZBIL 55, WIZBIO MY & IR A HEME T 2PN ) — & — > v T %5 X2 2R % 5
AbNt) — & —
o WA BI O WIFEAIR A 71 /3 — 4 2 SR A EMR AWMU MAG DE, 4 VN N—BOMEN 2 F — 4
T =2 B L, IR O RN PR & iR 5 R#El L BRI IS g S h Tnwb 2k
o Hlik L~ R OMEA L XL DM IZ BT, AFRBEBOMEEI O F A (e U, 7RO/ S
BT K OE S IR BE % B L 3% 2 (BRI L

RIS 120§ 2 BERIE, AFEREBED ) — & — o o TSt 2 5 2 5. Lo L, SR a) —
H— 0y T a5 701213, 7848 C CTFZBIOfiag Lt 2B AER L & 5 &3 5 ek &
LOHREOERE»E Lk, 20720, MEKEOY — &4 -3, MRHESI Y 774 7 v ZA54E%
PR 58k E D, FHOEU AEMR AR Z OO, ML, REse, F-29—-2s %L, WX
VLYV ERRTLAEMN A IV A Y VENERORETH S, —F, FIEFoOEREEAYET UL, B
FHEBID ) — & — 1 IMF L& —HORIFE T 5 BB T 5.

R F— 20 —21F, BHEOREEEWEICT2 2100 5. 2RI, @S, W, BT
OFHAEMRREIZET 2 Z L s ad. Zhoid, WM, 2 USRS UTER & h 7z Bl
BIORENB Z LAY E L, WIEEPIEBI O & 5 2B 2 EReD BN 4 M5k T3, HEREHIH IR 4%
BEF— L) =X — L BRDT OV 27 VF—2) =X —ICHEICRET AT MY VAR XTI A L RNT
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National law, covering in particular:
e Anti-bribery law
e Biobanking law
e Biological safety, fight against epidemics
e Contract law
e Data protection law
e Education and research law
© Human research law
® Human rights
e |ntellectual property law (authorship, patent ...)
e | abour law (protection of the researchers as workers/employees)
e Liability law
e Patients’ rights
e Public health law
e Scientific integrity (conflict of interest, scientific misconduct ...)
e Therapeutic products law (medicinal products, medical devices, human cells, tissues and organs, etc.)
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materials in health-related research
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CIOMS Working Group
membership and meetings

[FEHEBI D 7773 F >~ 2 Ffil= B3 2 EIEAE$E] & FR 3 % 728 O CIOMSfE ¥ 213 2021427 H » 5
202349 HiZ i C8lilicb = b AR L7z, EREFZOWMEZFISMA VN —I2K-oTF T 7 P EE
fEcrbva—ah, MEF—siiko TRfbeh WEF— 240D x5 =13 LT ¢ Anant Bhan,
Johannes van Delden, Ames Dhai, Marie Hirtle and Raffaella Ravinetto, supported by Dominique Sprumont

and Monika Zweygarth.

CIOMSTESEFBR A ¥ 13—
Name Affiliation Country
Dominique SPRUMONT (chair) Comité d’éthique de la recherche du canton de Vaud (CER-VD)

Institute of Health Law, University of  Switzerland
Neuchatel, WMA academic partner

Aline SIGRIST (secretary 2022- Institute of Health Law, University of Neuchatel, WMA academic Switzerland
2023) partner
Annie VOLET (secretary 2021, Institute of Health Law, University of Neuchétel, WMA academic Switzerland
2023) partner
Anant BHAN Department of Community Medicine, Yenepoya Medical College
The Centre for Ethics, Yenepoya India
University, Mangaluru
Johannes van DELDEN Department Bioethics and Health Humanities, University Medical ~ The Netherlands
Center Utrecht, Utrecht University
Ames DHAI School of Clinical Medicine, University of the Witwatersrand South Africa
Kim ELLEFSEN Director of the Sponsor Research Office, Centre Hospitalier
Universitaire Vaudois (CHUV)
University of Lausanne Switzerland
Morenike FOLAYAN * New HIV Vaccine and Microbicide Advocacy Society Nigeria
Marie HIRTLE Centre for Applied Ethics, REB - McGill University Health Centre Canada
(MUHC)
Rosanna LAGOS Centro para Vacunas en Desarrollo, Santiago Hospital de Nifios Chile
de Santiago
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Name Affiliation Country

Dirk LANZERATH * European Network of Research Ethics Associations (EUREC) Germany

Roli MATHUR ICMR Bioethics Unit, Indian Council of Medical Research WHO India
Collaborating Centre for Strengthening Ethics in Biomedical &
Health Research

Kotone MATSUYAMA Department of Health Policy and Management, Nippon Medical Japan
School

Winfred NAZZIWA Uganda National Council for Science and Technology (UNCST)

African Vaccine Regulatory Forum Uganda

(AVAREF)

Francine NTOUMI * Congolese Foundation for Medical Research (FRCM), Brazzaville ~ Republic of the

Congo

Lembit RAGO Council of International Organizations of Medical Sciences Switzerland
(CIOMS)

Raffaella RAVINETTO Institutional Review Board, Institute of Tropical Medicine, Antwerp ~ Belgium

Andreas REIS Global Health Ethics, Health Systems and Innovation Cluster

World Health Organization (WHO) Switzerland

Vladislava TALANOVA Institute of Health Law, University of Neuchatel, WMA academic Switzerland
partner

Creany WONG The University of Hong Kong Clinical Trials Centre (HKU-CTC) Hong Kong/ China

Henry YAU International Clinical Trial Center Network (ICN) Hong Kong/ China

ZHU Wei Shanghai Ethics Committee for Clinical Research (SECCR) China

& Working Group members who attended four meetings or less.

CIOMS fERIB & 2l
Meeting  Date Venue
1 7 July 2021 Virtual
2 6 October 2021 Virtual
3 11 February 2022 Virtual
4 22 August 2022 Virtual
5 10-12 November 2022 Geneva, Switzerland
6 6 February 2023 Virtual
7 27 March 2023 Virtual
8 31 August-1 September University of Neuchatel, Switzerland
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AXTA 72—
Commentators

IRVTAI—DYATE
Name Affiliation Country
Lucas Guimardes ABREU Universidade Federal de Minas Gerais (UFMG) Brazil
Kolade Afolayan AFOLABI Obafemi Awolowo University (OAU) Nigeria
Frangois BOMPART Inserm Ethics Committee France
Katrina A. BRAMSTEDT Roche Switzerland
Claudine BURTON-JEANGROS University of Geneva, Department of Sociology Switzerland
Maria de la Luz CASAS MARTINEZ Universidad Panamericana Mexico
Carole CLAIR Center for Primary Care and Public Health (Unisanté) Switzerland
Lisa DETORA Hofstra University, Hempstead NY USA United States
Nilza Maria DINIZ State University of Londrina UEL Brazil
Christine DOSQUET Inserm France
Anne-Marie DUGUET UNESCO Chair on Ethics, Science and Society France
Lou FERRATON-MIGEON Swiss Biobanking Platform (SBP) Switzerland

David GARCIA NUNEZ Innovation Focus on Gender Variance (IFGV), Basel University ~ Switzerland
Hospital

Shirin HEIDARI GENDRO Switzerland

Jean-Marc HOFFMANN Clinical Trials Center (CTC), University Hospital Zurich (USZ) Switzerland

Marius KEDOTE UNESCO Chair on Ethics, Science and Society France

Gerald L. KLEIN

Department of Pharmacology and Toxicology, The Brody School of  United States

Medicine at East Carolina University (ECU)

Nandini K KUMAR Forum for Ethics Review Committees in India (FERCI) India
Richard James MAUDE Mahidol Oxford Tropical Medicine Research Unit (MORU) Thailand

A. RUCKMANI Forum for Ethics Review Committees in India (FERCI) India
Shambo S SAMAJDAR Forum for Ethics Review Committees in India (FERCI) India

Anne Marie SCHUMACHER DIMECH  Faculty of Health Sciences and Medicine, University of Lucerne Switzerland
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Name Affiliation Country

Joélle SCHWARZ Gender and Health Unit of Unisanté Switzerland

Claude SCHWEIZER (None) PhD, Data Manager Switzerland

Shenuka SINGH University of KwaZulu-Natal South Africa

Brogen SINGH AKOIJAM Forum for Ethics Review Committees in India (FERCI) India

Rita SITORUS Health Research Ethics Commitee (HREC), Faculty of Medicine  Indonesia
Universitas Indonesia

P. SUNDARRAJ Forum for Ethics Review Committees in India (FERCI) India

Olinda TIMMS Forum for Ethics Review Committees in India (FERCI) India

Joséphine ULDRY Swiss Biobanking Platform (SBP) Switzerland

Manjulika VAZ St John's Research Institute, St John's National Academy of Health  India
Sciences

John R. WILLIAMS University of Ottawa (U.O.), and World Medical Association (WMA)  Canada France
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