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Foreword

Research involving human participants must be
conducted in a manner that respacts the dignity,
safety, and rights of research participants. This
principle has formed the basis of ethically acoeptable
clinical and epidemiological research for decades.
Ressarch teams all over the world have increasingly
recognized the need for external oversight in
securing ethical advice, and independent ethics
committees have been established to carry out

this role. At the same time, significant scholarly
work and international guidance have provided
the philosophical and operational framework

for impraving the ethical conduct of research

and building appropriate safeguards.

The recent expansion of research aiming to analyse
tha nature, behaviour and consequences of patiant

safety incidents and their surrounding
circumstances, as well as the impact of innovative
strategies to address patient safety problems,
poses new research guestions that raise new,

and unresolved, ethical guestions. For example,
what does the ethical principle of "beneficence”
require in studies that identify physician errors in
on-going or recorded dinical practice? What does
the principle of "respect for parsons™ require in
studies that involve the observation of patients’
and professionals” behaviour? When evaluating

a strategy to reduce errors, is ethics committee
review required when the only difference from
usual practice is the collection of data to sea if the
strateqy improves care? Thesa and other challenges
raised by patient safety research have been
challenging ethics committees around the globa.

Tens of millions of patients worldwide suffer
disabling injuries or death every year due to unsafe
medical practices and care. As such, the World
Health Crganization (WHO) recognizes the ethical
imperative to identify strategies that can improve
the safety of patients as they receive care

worldwide. In identifying ethical principles to guida
this and other types of human research, WHO
endaorsas the widely-used Coundil on International
Organizations of Medical Sdences (CIOMS)
“International Ethical Guidelines for Biomedical
Research involving Human Subjects™ (2002} and
“International Ethical Guidelines for Epidemiclogical
Research (Z009)," and the World Medical
Aszociation (WhA) Declaration of Helsinki (2008).
This report represents an important effort to apply
the ethical guidance provided through these
documents to the specific field of patient safety
research. The report aims to help patient safety
professionals, investigators, health-care institutions,
ethics review committees, health authorities and
others ansure the ethical conduct of patient safaty
activities. It synthesizes the organized deliberations
of a highly respected group of research ethics and
patient safety spedalists from all over the world
who, over the past years, have collaborated with
WHO to produce this guidance. This document

is aspadially important in resource-poor sattings,
where there is a pressing need to conduct maore
locally applicablea research for health, induding
studies related to patient safety.

The guidance included in this report, is the first
varsion of which we expect to be a continually
maturing document. WHO, therefore, encourageas
readers and users of this document to provide
feedback, allowing the continuous review and
refinement of the guidance, based on additional
input and new scholarly work.

This report represents the joint effort of

the international experts who have provided
their deliberations, together with the WHO
Patient Safaty Programme and the Seoetariat
of the WHO Ethics Review Committee, which
stearad and managed the process. | commend
them all for taking on this important task.
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Assistant Director-General
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ARES(E. BETEHAREOREEICSVTEF
DOMRFURBS A RSA > & EDFRIARNETHEWN
SR CHEZRDDEBEGEDMRES LU
RIEEZES (research ethics committees :
REC) MSDELE(CIEZDEDTHD. EFHR
BHRMRIIL-TOERICEDNT WHO BELZS
702>/ (WHO Patient Safety
Programme) & WHO ERC E#/F (WHO ERC
Secretariat) ([CKDERMEKINICE, HAF
DORFUFEDOEPIR & BELTZEE XUEREDH
RECLDRNDEMEKL E 1 —(CKDRENIN
ZABNiz. FXTHILIELDIC, AXE (TR
EDOURTHD. SEHEEBTZEMRSHTOIE
TR EFHOERICHV. FRBERZEEDIA
ATETENDFETHD.

AXEZ(FFHFUWMRIERAZHIIT D LaEBNT
BEDTIFRN, TULS. ERNICRIFANSN
TV BBIFOMERAICDNT, ZOFIRZRT
EEBIC, BERZEEHOPTEL DRMAER
BADBRZRUIZEDTHD. BEZEDEFR
", AFRE. EREE. RIESEZES. RES
BasEsh. BERZEMFREBOMENIEEZHE
BIECEOTHAICRBLIFTSNTND,
COXEICKD, HRRPCHWT, FEAKTIE
HRERICZ UL, RB(SERTIREIA AT RS
(B <KROSNTVBEEICHNT, BRERZEH
RICEDODDMENIEBEADFENEFD &
NEFEND.

BERLMARZRMT DRCEEBINSHE
PN

WHO DEETI(E. ZETRVWEEITAY™TI(C
Ko T, HRIPTHBEHRTHADEENBRIES
ERIIFECDEEZZITTCND. TORESEE
ERNR M Z R 2R T, BEDEF 10 A
([ 1 AW EEITADBIETFHHRIEERER (C LD
EZHEOTVND L, —H. EERHOESDKRYE

ZHHTVWDRELUNDRIBICH T DEZETRN
TTICKBEBECDVNTIE. FEAERSNTLY
R 2, E5(C. RS, #i. ANERENR
BNTVWBEHEEICEN RN INENEE
ZABNB3FEBEELE(CDVWTHE., B2TRWT T
[CXBEBECEIDIET DR (FEFEAEFTSN
TULRL 3, 8 DR EE - BITEICH D 26 DR
FelC ABe Ulc BB D2 B vz AR B mEfE
MTIE BHLERIEEREBORAEXRNZF 10 4F(C 1
HFEEEETNZ 45,

BETRWI TV DRRZIEHE U CRHRRRORZNRF
EIDMRICE. RENCHRLRTH A EAE
mARELSBNTWVD, BIX(E. ZESLFROLEa
—. BiR. AE. mELRENRVSND, MBZE
BUWS A LMETH A (EHORIREZ(EED
EREBOZERBSECEDGTD) B#AND
ZEEBNE. SZal—>aaEERATICE
B5Hd. BEGDARTHLSNDHiERIEMD
BN < DIERFEEMFR EHBELTLDIN, B
BLREHARICIT. HE(CRDHIBEEOEEDIESE
BLUEE EWVWDSATHOMAR & (FERDAEN
HDEEZBND S, HIRE. BERZEMRT
(E. FIULWNADRRERD [HERE] B (lz&
2T I NALNEECEET DERICEDIHES
THoTHE) EECTIRKERREEETHIBEE
O, BATERLSTTD [ AF L] THDHE
NBD. COKDIREENSEUDMEE. 05
AF—5H1> (cluster design) ZRWBHARKT
HUSMEEIENTD 7, Tz, EEBIETRE
UlzIS—. &5ICEBEDDIVIEZDFREN T
DVWTWEM O eI S - ES DRREHD.
BEPRA AR ROME 4 DIRERE (CRRSNTWL
RUVBE. FICENHAHARDEER T ML
ET [MBRNIC] B5NIBIRTHDHBAICIE.
ARE (CE 2 DBHE(CH T D2E DR AR
OB EDETBENECDEEENSD D 8, &
BEO®EZSZaL—>3> 93BN BRI,



BRI MREZBIZU TN EDIHZHET DI
HICEFTEHZBATDE) Z2RERZEDTY
A2 (CHAHADIHZEEHD.

EX(CIIATREIMU TLVRVNEBI TH D T2E LT
. BEZEEIHNRENZEBEZSISEC IS
an'Hsd. fIZE. REFRIPEEOCTOITSA
TlE T7REDLS RSN TV IHhZRE
L. —EDIRRNGEELERU T, T7HMRE
ZmlzUCTWVBMNEDIN. EDKSICETIFET
HdINZEHMT D, CNSHOTOTSLE.
U UIFBYEELTEDWME EIRL TESN.
BIREDERHEDE 2B E LT, T7708R
WA EEEE I DEHNREKEIND. IN5DT
OJ35LD%EL T, BBHECHESNZRE(CH
MUTZD, HRRBICT—FZINELTZD. FHLL
gigziHliLzD gD LT, LW TO—F
NERCHEBZELESINEDIHZRT TS %
ZDEISE. INSEFBICHAREPRESNTND

DIFTERVA, W DHDEARNRE[ TR E
HBLTWD. LIEMDT. CNSDFEH TR

AR & ABRDOMIENREZNEC D, HIZE. 5
BEARRNICRABTDBE. ESP>TEEDT
A\ —POFEBERIEINER D, BEE
Z2(CRAT3EEA & UTER EDRBMNE(L
SNEHE. BEIHSEREHRHEZTDCEED
ITNELND Ry O 15888) . HYIEHERE
HTIERMN DD UIEEEN. T—FFEMTICK
D —AEHNEL) EHIET SN TARSINIEHS(IC

(F. SSCEMIBBENEDD. REIC. R
TOMDOEERG (CHITDEETEWETE IO
IS AT, —RNICHAR EHRSNDEENEE
ULDIC. MRICEZEBIHAEND BB HATTIC
KOHEZZITDEEDEHICRA 2ERTHMA I
BN HD D, CNSDBEGE. BEESXTA
N ZDEAU EHEF R (CRET DINSTHRTH
=

RYIRX 1: BERSEECE O TELU I RENREER

o EDLDIRBERET O TV MEMAFRIMBIES

8% (REC) OFEENMRERAREHRIASE

e
o BELGEMRICEEDLDSRURINGDN?
o BELZEDIARICLDIRDZERT DD
(C. BEVPERRHECH U TEDOLDSMRE
RaBELODNEN?
o EDXSIFRRTHARSMENSA > TA— A
RO > MOMOAZRE(C KD IBHRFRER
FFE]EEDNEN?

o HI(C, BEREMKRTHENDIBENDDE
ITNE. ENE>EDKSREDN ?

o TS5\ —OFHEBOBBEICNT S LT
DRRANTSOF 4 A FEDKSREDH ?
o BELZEMRA\DSITHESNDER - BHED
FEVPSHNOBELIED S DER(FH DN ?
o ARBNBEEXZ(FRAIDIS—ICITATDE
B3R BDEITNE. ENEEDEKD

REDH?
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2. EEREHAOHELEENDE

B0 RS>

E hEXSRE T DATDREG. &
2R RF s CARIRAYIREF BRI REME(C
DWCEBZZTBEH. I H—
T (FEHORFEEERS JUMGIRS
BEER(CRE URTNER SRR
W TAREEE L. HARZMIAT D
B [CEE DA E (IR ZER
r gl Ay AN

CIOMS International Ethical
Guidelines for Epidemiological
Studies, 2009 Guideline 2

EE T#H3T (research) | &WLWDH
B, —baIREREERE S
D ENICHE ST ZLZBNE
UGt SNIEEE#ZSTVEDETE
BEINTVND, —HALTIEE/RENH
(generalizable knowledge) (&. IE
. RAL BfRHdDdNEINSDE
REIRDBESNITIBRN SIEBRS
. RZEN(CHBNTCHES LU
HeRAEICRODTEMIFDZENT
3,

CIOMS International Ethical
Guidelines for Epidemiological
Studies, 2009 Introduction

5% (research) &(&. FRAFTRAFET®
FREE. MR &' S IEARRIY IR
BZEEKRL. —{ERIBER AN %Z R
EBEtEad3h. BNICHFS5ITBICEE
BrEUTHEETEND,

The “Common Rule” (USA)

HADILZADRA> b 1 )

HARO—EPZEBMT 2BEREFIHDE. €DHFEIC
BRE<. INTHRFBERZEER (REC) [CRET
BINETHD.

REC ([CKBEBEWVWDSHTIE, UTORMCEZET
DBE. TCOBRBLZEEHNIARDO—EP =BT
D
o SEHFDOBMNERNREREANDIUTHD. HhD
o FWIUKDEIBRBEICREHTDIT—HIDINE(CTF
SEDET7TO-FOHEZZFBLTED., D
o« BENIEMBRRBEEZ(ETOI S LADEAEH
ZHX CERAT3IERNGDD
I

EFRMIRH A RS> TlE. —HE o] g8z 5
BEtEd3h. TNICHEE5IIEZBNEUTHRE
SRR INEEN Z AT (research) ETFEHRL T
WD, HATRE (FIAFTRDEM(CIEILS. TDEMICIE
LRBHNGDINESHE. SIBEBDERBLIUE
ENNIETHINEDIHEIRTINRNETTHD. AR
[CBVWCEBEDOFHMIDEHFEZ X CTEE(CRTDIE
BKERERIT DL @REBRENNETHD. =5
(C. BIFEDOARFEEDIEKZ O 3 D@ R HIMTR U
(C. HEZZIICITVEREITZRRICLDIERD
DX OCIRUTIERSIR 10, (EERICET DT
(. PRI -5« (ERZEBIES I IEE
HNH DN, BERFCHERSMECHTDIUXOZMH
SHlEEMNH D, URTZ/IRICHIZ. MIZUTE
HRMIEEESES (REC) OERZERDDZE(CELD
TEMERRET D LT AREBOSEZED
BDEHETHD.

BB CHROERZRD D Z EDIRULE. FFKAh
B(CHBZETZS5INE UNRVWBIZNREEFERE
=EBEHIC BMECH UL TEXSNDEANRR
FWTEFHOICEDTESRVWIRTZESKDSICL
(FUEKRDDZE(CHD. REC [CKDEAEF. S
ENESURTMNMEEICIRET SN, ZHEE TR
INRICHIREND & BEFET DY R INHAFTRDE
ENRBRMEZEH TRIEREDTHDIIE, 135




GICADRIBOERE (1> T —LARIT L Mo
SFHEHRE) D93 T EhRiEEn

BDELI(CEHEEND.

BEGLARTIE. BEEEBEREEONS (THE
ENRVUROZzBahEIHEENGD Dz, oA
FEE EFHRIC. ARMBIERER(CERZMNR
TNERSR, BEZEHEE. X145
APBUREREDLSIC [TOTSLADEITEE
(FEEK] CMEBEMIFSNIESHESHT. BIFED
BEEFHICHREBESINERSTaNEEESHE
[FXBIUIRFNERS20. COXSREELZSE
EENFZ < DIBE. Rl - SEYBEEERED
BEPBHNSEBMITSNIEEDTH D, HER(C
(IBHEETT 7 Z2Z I TDEADFIE ERDLSIC
eI, RITOMBETIE. —MwBICINSD
SEHNC REC MDBEBE(EEREINTLVRLN,

BIZ(E. DDRFENREE(C DN DR EDE
(RE Y ITBED/I\T—> FIEDATZ1—
JVEH, #EsDERERE) [CDOVWTIERRZRDD
Tz, FiREDZRILEN ST —FZRRH(C
INEITDRERETOISLZRMIDETD.
CDEZTOREOERG. MisR &(CR2DAIE
PREIRDZERT DIEHDT T ZRHET D
ETHD. BREOHAD—IREUVTEESND
BEICE COKDIRERC(EFBDRER(ICH T
BEEART O D)L EE R (CE b EB D &
Wi N3, BET —YRIERN(CNE=ND

B<EWSZ LG ESNET—FIZTDRE
BROHFZHUR T—AMETEDREEMHMENS
EEBKRT D, FER(C. RMedDEEEBERES
HELUTVDHER, BADEENBIEEIRE b —
SZEIVELTNBCEMNNDST, HEIDIRIEE
BZRORBRVEERNEZ K BRRIT5ND.

—7A. FRETKROEBRERERRT DHEE
BFET IR, —EDRER CLEEN ST —F%&
HMHE LT, BERNDSKDIAEHICERDLD(CUEE
JOZ 10 hDOBEICIE. REC DEBENUNERH
RDLLBOSNIEERCBERISHSND. U
MURNSERRC(E. BHIIATR 1 HBEKU 2 TRU
TWBKS(C. BERBDAREZEERDRIPEEDE
BOBITHRZED THIREHRIT N EWNWDERIRIC

RERESDENHD 1L ZNICDVWTIIRIAETE

RID, BEEEZITIREHAREARIARENE
SHZHTERVSES(E. TOBRERZRESTOS
I hERVEKEBTHRIBEZEERIIREIDZEN
HEEIND.

BXTHEINRETEEREEL, ERIDINANT
EF>RICEDILKEDONENENDS CETH B,
TEF>RICEDHREBIDZE (L. THIROR
ATHREIE T ZENHEREEIND,

O3 T S SHHD I mi et

BFEOHA RS>

i VST - 5 N 2
N A ARVERZBDI
&b, MFREMETESZ (research
protocol) ZiRFMMIERER(CIEN
URRNERsru. COEES
(&, AREBB LR —Z14
HEFTD. NENREEERFT
ENSHI U TULRIITNIER SRR
W\ TASESEREDEREDIFHN
RV (SER SN DEEDS KUESE
"EBICANDRENDHDIN. €
NSDIEHICARES(CRAEE SN
ERE DREMRRIR UHFBRE
NTERSR, EER(ICE. E
EhOMREE S >T T DIE
FZGFE5URITNEIRSIR, TH
FEF. EZYUDER GEFIIC
BEREEERICEAITDIER) =
EER(CRELRINER SRR
W BER(CKDIRET EERRRL
TOEMETEEDER (FFFE SN
A

Ethical Principles for Medical
Research Involving Human
Subjects, World Medical
Association Declaration of
Helsinki, 2008 paragraph 15
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Dovey S, Hall K, Makeham M, et. al.

Seeking ethical approval for an international study
in primary care patient safety

Br J Gen Pract 2011; 61: 197-204

MROEREMBIBZER(CRDDIZEF. EEX
B —DF%TE CEIE YT D BRI EHRAITT Th > T
B, REERDBENDD. SHERERATRE
DD DR E L\ D B BERNER O
TRZERH#HICTDENDD., TDKSIRATD
EHEC(E. ERNREREE U COEMLERE
Ho>TLK B, TORMIXCTlE. TS5AIXUTT7(CHE
I DEBRHRIATI)IL—T TS LINNAEUS

Collaboration 7%, 6 HED—YZE CREUERE

FOTS—ZREUZEBFMARICESNT. TDX
HE(CH I DA Z MIERE RN SEUS UIZIRORE

BHAEGKRN(CRENTWND, A—XNSUF. B
74, "E, AS>4. Z1—>-S52 R XKE
TEEESNZ 1 DOAFRICDOLT, FETERAS
NizE > z< B UEMEETEICX I DEEERDE
ENREHINTUND, COMFTIRE(CT I DfEE
FAOBRICIE. AZRBANTE LN
DH5. 35U THFRETEIDEH T Z2RNZED
E£T. KERESDEHRBHSNTE, BHENE
HAREmETEE (EFE>e<BUBDTHo>IEh.
T CRESNIERZEREDREZEERBITER
DTV, CHEBFSOREENS. BMIEEERE
TNENDEEHN - XENESEDEETEHLT
HD. ZolzHILBEBDOMIRERI(CK I DERMNE
FHINDZHRRBDERD., [HAFRE(EAN] &
WOERBBENS|IFHRIESNTVDI S ENES
SNz,
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HREBESROBENLERMROESREZR/ILER
WEETSHE, RNICKO T, BEREFIINE
HEHLUVERRERHAECHUTR/IMEZEBRD YR
DEBIES5IENDD. REBORREEZ R
U. BEBICRBUTHII>RERDBI LD, &
HEREFHCHEDIBDEHETH D,

\ .

MARETOT S LDETEDXBENT UESS
TlERV, FIX(E. BERZE2TOT S LNRFED
HBAICHBIIDTT7oWEZBN E L THEESTEN
TULWDHARRMIEETE X, TORBENMMBOER
([CERTDCENDD, FEHRDBE & EIK
(L. BETZEFEHCIDERERENICIRTIC
BENTUVWEAZBX TILEDIEEMEND S,
5. ZLDEELZRIEBERTRHLSNTVDA
Bl BENREBRANDEE, T4 LMEDEFE
B. AR —SINERE., AR JFITUISXR
H—FTHA = FRAUEHR) TRULSN3ED
EIFR(CHEBMLU TS, LIENDT. CIOMS h'&
FRFEES=E LT, F/z Ottawa Statement HY
SAT—MHRZERE LU TRMUTEaLDIC 12,
e ERIERICIFATRDERZBIZIIRVVEIN TH
2TH. [ABRMBEARORERD D VNTERE ]
BITDCENBRERDOIEENEN DD, CDREA!
[CEDL & ARO—BPZEBRURVWEELZERE
BCER/IRZBX D A IMESIBEIC(E. R
HDEEHDVNIBENBERE LD AIEEEN D
=

ERCFATRDEERZ B IR VEENHC DT
(. ZOEEBHNSHIIL. RIBEBEFLZLELED
FAlomAICEBELEL T 7 LR TIL—THY
RAOTPLCARAY R ZTD>TER. —EPDHEERT
(. COBEBEZITOHERMN REC (CEXS5NTL)
D, MRTIFRVEERDERZNEXUIZWEED
EHlE. 2DEEIZMIGT DHIC RECHhSEIEZE
D2ONENTHBES, EQOLDIEFEEBTHN. B
EBREFHMOEMICHD TRIINRNERKREEE
REWE. TOJSAICSIIYREEEERM
B SURITNIEESIRNWTH B DS URXTI(C
BENRVDNEDIHENDS S ETH D,

BEOLHA RS>

[—RAE I EE/R %08 (generalizable
knowledge) | MERE(E. & bDRERIC
BhE T DEZFH IMTEFEHAFRICE L T
HED. INSOMRKFE—RRIC [EMEF
ARl EMMT D ET. BREDEEME
ZRRLTWLD, UL, COEHIIE
FREFOMIT EMIL UTZEEK(C(EHED
BUTULVRW, FEEBEDFI NI LA 0U%
ERIDIHDOEENRY— 1SR
RE. DREEHBICKD> TEHM(CE
En3EFY—)LZRzE < DR
(F. ZEZTELSNDERMN—MRIEBIFE/R
HHCHFE5IDELTE. BEICE [E
% (practice) | &HrEND., Lich'o
T, [A5hDEEIZERLULD ET DE
FE (CTOEHZIRFT I DMthDE)
(&, COEBHATREEERDEESICH
HEINBAIHZEEICHIINETTH D,
UNUEHRRNA S, BIEDHFTTYU—I(C
ZEITDIEHEIINCHEEZHEDS EWND
DIFTEFRL, BREIHAFTEEBENITS
NBBFIAGRERIDA > TA—LART
St MY IREEHNRTEASN
BDEVNDIDIFTERL, #H(C, BEEN
HEN(ZITD TULDIESNC (IfmIERYTRRS
BEE|EERIULDDEDEHLD. &R
RUVMEHEN S > TREINER TRDH SN
TLWBEHBTHODTH. ARRTABRFRC
(FERESZITD S ENBR ERDAEEN
N3,

CIOMS International Ethical Guidelines

for Epidemiological Studies, 2009
Introduction
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The Canadian Adverse Events Study: the incidence
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CMAJ 2004; 170 (11): 1678-1686

CHOEELZETOSTUNTE AFFD5DD

MICHDET 20 DR ICHVNTEESBRODFHT

PNz, CORFIBEBNDIEMIRAIL TIE. 3700 =
BXIZEEN L Ea—an. BRNREFEE

BEREMRORES LGB SNICHRICET S
SRR

KORIFRBEREDOXILZE T D EFEKRE
E. BEZEOUREZHIE UHRICPIFZRM<
AJEEEN RV, FAFRDEMZ FEL TUL\DERE
BICBVWTREREDRAUNEEBHNDdZ &
(&, BEEY DRIEDEMFEDRE E(CRIIE, AT
B9 3T RA N RAZERSED. T2, AR
DENEE ZDEHMDITEICE T DFMDARDA
ZER(CIRIDAREEEN D D. 5 UIEIBROHE
Bl HARICEASIDBANDEEEEHKRL TWL
Do

BEFLEIEOFRELOEETTFEINZIVRY

—EDBELZEDMARTIE. BERI>ST>2 6
DOREZ(CBEFTZEFREEOEIBENTHND.
TS UEEE, BEBRUFEOREREREL
JEBRICETIIERDFH. MEDI>ST2
[CEHET DEEZ LDFELHDHICETEIEN
2. BENIBEHRNS. FHFROFHEISCER &
RDSBERRAREB/DICENTESD. ULHL
WRICKDTIE. EETEOHREZENET LD
RkdSNIED. ENETHDASHCETNTLVR
MO —PREZMD. BUOVZEDLDICRR
DIEDNIRER. BEPLRENDRERX D0l
MDD, EEFNDRRTIE. EEFENEED/ (T
dA =R AICDWTCERIZRZITDZET (X
12252 MORVEETE) BENZITTLDS
TT7ICEAUTHMER. B BNz or
ZuliEtHH D, HAFREE. HARPICIREEINE
[EIRIFTFMERTEE (CE> TERDRS EWD 2 &7,
SNMB(CHREINRNETTHD. ENTHEEEG E
EIRHEBOTEEICDVWTHEZ I DRCIE. W(E
DARRBZEZZD. HEZENTEDDZEND
o BEBIUFEEOHEBEEITOIEF. DX

ESEL VAN N IY = DAYAN R LyaNz Doy s N AN
DEEBABNLED. AREILIMSNIZER
KCIBRRSND [ZEFER]| ZFRELUZ, €U
TEEIEE AREANDXZIE. BENYIOFE
FZFZETRVWERRHECEHI ST —YoLE
1—. RBREUTHRBEZ (3 DBFRIRE A\ DIER
RECHIDIRBREZITOCLICARLEZ. &
ENBE U TERRHEDITANER DR DN
KEHFSNZSEHITE, AREFZDEES
FAURINERSRMN DTz,

SREEZ AU CEREBI THREND
D, BBOSUTEHRZEATLSME(CH TS+
DRMVELHAEZ BNRZEHDEUZTE
WSTERET) BRL THINRETHD. BITFEIC
(FBIE D CGERZERD. BXRCHIETIREND
DEBITETCNDCLZER LU TCHINRETH
Do

EREMEOEETLIHTTFERINDZIYRYD

S AT LADBEBENEERA ST MIEDKS
[CHSUTWBINhZEIAT D26, EEREEEN
BEGEMARICHBITIHEOURE ERDZEN
HdD. COUHEHIETIE. EEREHE SRR, B
BE. RxEERCDOVWTEBERZRIT3CEEH
Do TDORSRMIKRATIE. EEEEE SRBUE
BN EE (CERDIONRINE., REZZT
BDURITNSHBERLUBIMELNIRL. CDKD
RMGEE. BENTEZIMSZSMEICHSED
EEBIC. WOTHHEEERIETE, BRIZRE
B3 ERED. SHNENREICHEZZITSN
BEDICURITFNUITIRSIRN, &, EFEEH
ENEERCEERI> ST RN TCE
TEREZEX. hU> U IR0 EBNZEN
B(IRBDZEEHD. —H. ARO—IREUVLTE
BIRMHEDITEIVCER Z BRI DIBEEHD
M EEIARD—IRELTE. EEREEDE
K(F U UFEEEHAEOER @M (CX T D5
BEZITMSNBCENGDD. CDKSREHD
IARTICHBNWT, HARF—LAXZDOEDIATR TE
USB3FR(CHBR(CRSRINERST . ok
SRBEZFAUTCHIEREBNIEIEZERET D
EEBIC, BB > THREOBEMZHIALURITNE
IR51IR, FBTECIERTE > TEEZERD ., &R
(LIS DRBAGDE/NTETTVND L=
BLULTBLRETHB.



4 «>7x—nRI>EDH

BELSDA > IA—L R FEIGDRIR

BERLARZRMEIT SMRED. BEIE2DERE
(S UTEBIDA > I A—L RO haERDIRTF
nER52N. Uh\U. U TORKEZIRTHELTE
&%, REC DHIHflC LD, BEDSOEBIDA > T+
—ARIEYMNBRBEWSEHZRIFTDZENT
&3,

o TARICKD TELDEEDBETENERREH
FEE=NDZENRN,

o MRICKDBECHIDIURINE/NRTHD.

o ERIDA>TIA—LARIEY NZEERTDE, W
ROEMBNER LARAIGEICR D,

o B2DBEDTSAI\S—BELUHERRVUESR
MMREEENTVD (HAF>XDIRA> 85

B .

HAISZADRAL> K 6 )

FBECER DA > ITA—L RO FERDIZNG
BT BECHUTRERZEMARICET 2EMH7E
BIRZFRT D ENE<HERIND,

BIFOEBMGIEN A RS54 > THMENREN TR KX
S(C. EbZERNRETIMIRTIE. —RRICBENRT
SIJA-ARIOTEY MKRSOEND, 1> TA—LA
ROt hTIE. XEDIRREELEWICEKD, &
IOIRFEE (Ot U CTHRIRDBEM. FIE. UXD, EX
S5N3FE. RESNCSHINBENREDTHDZE
ZLZ. SIBORREXE(CERTD. EENRS
ARSAICLDE. HARICHEINEZBZX D IRXTN
DT W DERIDA > TA—LARI Y NEEZE
BN &I D ERRDERAARAEE ERDBE(C(E.
REC (FERIDA > TA—ALA RO hEKRDDESE
DEHZRBRIDZENTES 15,

BEFEOHA RS>

HCEEB DB iR E o (FA AR
AR CERAENDEEENDD &
Z=HDEFN DD, ... AREEE
(F. RIEEAZTESH SIRMELER
BTWVBH,. BUL(IHAFTEEHER
[CKDRBHSNTWVNDM. KAA RS
4 > OfmERA (CHE > CRREEETHS
A SINTUVVRVRD . RAIICRHER
EBENSA>2IA—LARIO TS hZEE
BIBdERLK, ERERRETDE
FRFRZRIE LU TIEIRSIRN,

CIOMS International Ethical Guidelines

for Epidemiological Studies - 2009 -
Commentary on Guideline 4

A2 A —LRIOTE KME WD
PMORERTREND. HEBRENBEN
ITRICKDA>TA—LARI Y
herd. O CARZRI. AERS
([CBRITDRETHD. FAIEULT.
FAREC(IWBRENBLINRETTHD
. HWERE (CZDEENHRVNEE(E.
EERB AT (ETDMDIERRAER
BZITTERIEBANBEZ I IRNETH
%, MERICHEDSURINRNRZBZ
3 (s, BEDODEFMEZ(EO
BENZREURTURINEL DT
REEMME LS. ZOREENKRE R

V) | RENDEFERAESNBFIEN AT
PN TIEEEBNCBRAICKDAM>TA
— AR>S MRUTERENTL
SFIBICESNDZECE. MHESEE
FEREFBRICEKD M2 TA—ART
St FESDERBREARIDCEN
TE3, ELRSNCRABEOHFTNHE
BREOMEBREZAZ (BN ITIHZEIC
B, RO EAGRI D ENTED,
CIOMS International Ethical Guidelines

for Epidemiological Studies - 2009
Commentary on Guideline 4

[y

2

o

TR IR SN T O 1 SR et



N
N

NI OF 1 S SHHD Wit et

£

BEFEONA RS>

HIREEN DD E bR E ST
BDEFHAFRTIE. SHORREE
(CX LT, HAROEN. BE &
SR, BEXSNDFIEDMIL.
REBODFE. TR TFR=NDF
BWEIWBENDI T E7NICH
SRR, IRSNCHATR(CREET
DZDMDOAIEICDVNT, +237R
BRI ZITORTNUIIRSRR
W IZEEFEICEETBIC. ARAD
ShzIES TE2EF & SHD
BERZEMADRFILT 1 ERLD
THHEITEDEHN CDNTHIR
ZRFNUIRSIR, FEEC &
([CRRDEFNRIER=— >,
Bz IR T DHECHBIFRIRE
BZINDNRNETTHD. IZHENE
IR LTz C xR U2,
HITIEHERE 2 (3R oEt)IRE
BERENMEEREOBHRRICLD
A>TA—LRI > hZERSD
RIFNERSRV (EE COEE
NEFELLY) . EECOREREUS
AAROIRERIEE(E. E@BSLTOD
ARZISADT. IERICXEIL
UIRNERR 5730\,

BADHRIZEIEE(C T D E hDi&
REZ(FT—IZFERT DEFH
ETE. EENLER. TDUE.
. REF. BERCHIIER
ZIRDOIRFNUIRS IR, 212

L. SOESRARICH T IEE
ERENAAREIEER VL UIRERN TR
Wi, AERE SN HFROZ A
BENITIRREEZ SN, CDK
SIMRRICHBNTIE, AR MRS
ERDWRETH KUEGRDH TR
ZERBLUTERL.

Ethical Principles for Medica
Research Involving Human
Subjects, World Medical
Association Declaration of
Helsinki, 2008 paragraphs 24 and
25

PIR(E, ERREHEICH U TRIMIED <BEDRACRDS KD
ERMEEZITV, TOERMMENEEDERRICER DHETATE
PEIROL E1— ENBRET TORIRICKD) FDHC
F BELANILDOAZIA—LRIEY MIRETHD, N
(. BECHUTERNIZNAZITOTHE ST, ARICKIDIRE
HIREBRETENZEESND T EN R, ARICKDBEANDIX
IR EVUTR/NRTH DD TH D, —fRlC. ERRHEC
RANTSOF7 4 RZ2BVESEDHATE. BEORBZRD

D EFTRN,

BRIDA > TA—ALA RIS MIREBRISE, BEEIEEEAN
DEBZICKDEIBEUSZIIR T DNENS DN, IKRICKDT

(&, SNENSINOEBRZOE CERAIT D ELEENRTE

(BEREUEBRIECERATDIRE) (CKDERZERY CEZFA
IBRRE, MDAEICKDEA%E REC AR T DIH5EEHD.

REC (&, &/\EZBX DU IZHESHRICT U TEE CORIE
BEOBHZFRRINETERVN, BECEODTORADI X
O RFTADSNNEEEFENTERD C E(CRR T DBENRETH D%
BN THD. ZOLSRIRRTIZOBETORBERDDINE
ThD. HIZE. FRPiEZEHFEIDLECHITDHO U
Y —EXZRITIMRTIE. SMECEO>TOEERIRY
(&, FiEZEHLELTVDEVNDIBEMNME (CBHSHNCRDTEIEE
([CEUDBFERTHD., TNWAOE CORBREZHFITDICE
T. COUROZEERIMETE S & REC (dfEm{TIT2THSE S,

BED SO

FBEGEMROP(C(E. EEREHEOITBVZEZEHRIDIED
BHD. COEISRIARTI(E. ZEDRIGZ(CWNDZ EZBRIFIE.
HRENDZEOWS (CRD T EEFRR0N, BE - EERGROBERE
U T4 DEE EDMEMNETESNDIMIRTE. HARINRIEER
AW I THD> TEETIERL., NDOHRICKDT T DIRESE
MNEDBZENRBRNBEICIE. BENSDA>TIA—-LARIOTE
> NEBOBHERBREINDZENDD. CDORDIRT—XT

(E. ARETHNE (TROBEEE(ICEMNADD. BREBETER
ITNE) BECHU. EEEE TOZEDORNZARI D&

T. REODETEEMEHEIND KD (CT DRRIEREHEHD—
IREUT, EREEFEZER LDV DED DB THRRZITOEND
CEZLABRNETHD. CORIPRRTIE. BHEICHUTE
FICEMCHT DA > TA—L RIS MERODIBE(FIRLN
N BREIEDITDIEFNSD D EZPE(CIEADEEDBIC, B
BERITEBENONE, COEFZITETEDILSFUMIFIIANE
Thd. COEFMSA>ITA—-LRIO T FORAICEDLE
DTIFRL., ACFHEEED TET D EVWSERNMGIENR
AICED<EDTH D,



SEZRET SRR

2 EAERRAEEEOFIENRBFRSNZIHET
HDOTE. TOWKIREG CEEREMRIRNEMH
THDHEUN DD ENDSIERZERE(CHRT D
EEBIC, BEICEODTZEDBEBNEDEHKAL)
ZHBT D ENMRANT S U714 XA THD. HI
Z(E FEEDIRRXY —2/\lFH D\ EEE
R CERIDERERHRAXEIC [HrTE. Bl
EEHD—IRELT. BESADZERZEMN
(CHEERLTED .. EFPDEMPEEMZHREU
NTBTELICLOT. BEOBVZERIZHERT
BEEBC, EOLDRZENERERICDR
NIRRT L TNET, BIRSNDZEZRR
(CRRUSNBAPERNZL< RN ERDND S
RSO LPWELES, EDSTHBMSELLLES
W IREDKDICEBHUT. L<HRIDIEE
AJEE T Do

EFREHAECHIT DI >IA—-LRIEY
D sekR

\ﬁﬁénéo

HAIVZADKRAN 7 )

—h%(C. FARICSINT 3 EREHED SHEEHBIIC
A2 ITA—LRIOED FZEELRITNERS
BV UL UTOERAZINTRIZTIHE
(F. REC D¥IFICEKD . EFEREHENSDOERID
A2 TA—LARITEY REEEVWDSEHZ R
IBIZENTES.

o HARICK D T4 DFEEDGET BN EZERE
FRFEESNDZEMR,

o EERIRHBCHIDURINEIRTHD (5
AT ADRA> S 3BE) .

o EEREMEBOABRZRTLDOILTDE. HFRDOE
MESER _EAREIRE(CTRD.

EFEEHEECERDA > IA—ARIEY b
KROBWBE(CE, ERREHRECH UL TERERZSE
HFRICE T 2EMMRIERZRRIT DI LM<

EERRARICHEDURINRINETH D TH.
SHOZBEEMEL (IR TEMEINDIEELZSE
ARICEALT. 2CICET DEERMAE CEM;RN
RIBRZHRT D EFEANHBEDORIETH
D. EDDIFZELFDIBHRN S EERHEENF
EESNDHEE. F—LDITHZEERRITDIIHEE. F
— LADFERZFIRT DIHE(C(IFICEELRMEE
12D BRERAS Y JERBBLGEMFTICDOVWTEL
Bx1E. BERZE2O Ny OERIDRL<ED E
IF. EEEETOREZEHS LT VDEDNE
[CMAITTEEER (CDWTCER T DR EIRD, 2D
KOIREFELETIE, EERMHE & BN
R (CHBEL TV DR ENVERSNMAITSH
Dhe (TEF>R=ZBUT) EXLETE. D
EZAYUTEADIT hERDETERIFHLN

HEBINRNETHD, =BIC. COLSREZHV
SOVFHEDBEE. SRATLASREZWRET D
ETHD., Ax DEEREREE CBEMITDZET
(F2V EWVD Rz URITNER SR, ZD
MZIREE T DIRFER (TROEGELDT—H L1
BE EDEICENMIIZHERE) ZEERME
ZBRNETHD. =BIC. Ak, 2B &8
BDRAFY TICE. BEREEBHOERNRE.
2B, &EmROLESCEDKDICERESN

OF F1 I SHHD )k et

2



N
B

NI OF 1 S SHHD Wit et

£

DNBILABINRNETHD. EFEWRET DR
BLUFELEWE. XYY ITZ—F« 2T i8R
XEHDWIBFA—INZNUTCEMI D EN
TED. BIABICDNTEIEHIARK 5 28RO
Eo

ERREHENSDER DORBESZHEE LR
BELREWFEE TSI 2EFEKEG. XY
J(ESMURWVERBND S DN ESHZERFTTD
RETHD. BEHIRFICELDTE BAEGLTD
TEMEFFENRNVT—RXEHD 53,

EEC URIPBNRTHZINSTERL, &
BlDOREBZMHAICT D ERFRDOEMNER LAT]
BEIC/RD CEZERE LT, EREMENSDRE
BEEHRFENDHEEHD. HIRE. KT
NBEANZERICELZTIZS URRZDPHSHTU
FOHE (R—Y2HR) . XYY INEERE=
NTNWBZEZAD TVBEITTHENEL D5
BIRETH D, BRRZETSEDIZHDFR
ROF[ERE. —EPOAFRT ZOMELESND
ZERZLN,

BHIAR 5 : FEHRLFHCAHT I RHMOEHZHNRET SRR

Donchin Y, Gopher D, Olin M, et al.

A look into the nature and causes of human errors
in the intensive care unit

Qual Saf Health Care 2003, 12; 143-147

A AT TILDHDHEEICHNT, EFEEE
(ICU) [EBIFBDE1—~X> IS5 —DRER%Z AR
LT, ENEDIS—ZBHIETEDRDICT DN
<. 8BFRZeJO> U MERESNE. Ea—
RIS —(CHAT37—4F RESNREES
[CARERSY D ICHRESNTZ. BEARMNRIBEREL
T. IZ—0OFR4EER., ITS—0ERBK. T3
—(CASUIBEIANDORE (Ei. FERMRLE) |
I>—=HREUBADEE. Rz
CEEHESNDERDORIREHIRENRE S
nrc. Bc0IS—HRECERNENTOZT U S
DEFRE(CKD 5 BEEDU v H— hRE TS
Niz. &5IC. ICU [CHBIFTDERIEEBIDEMMEIEL
ZHEM THSMNCTDIEHIC, lEZ= Tz
AZTILIRKZE (Israeli Institute of
Technology) DOAEPERRENS A AIEIRUTZ
46 ZDFREN 24 B CHREINL. BIRE
[F. BEETONRY RYA RO < EIDORITH

U (E2—NX2IS—280) INTOLEXR
FaixUz,

coTO> T MIDWTRH LEHRXICLD

&L RO ICU RAY IR O T hE'
DENCDWVWTHSESNTHED, SINTEdCE
([CHZELUTLZ, &5I1C. [PBRCENEHRERD

#] THoEleH. CcHOTO>T o MM 2fE
BEESROFGREEERRENZ s N,
CDTOZT U hTIFRRERS Y TBKUVEED
KRaFIEENRM DTz, T—FDIRE(F 4 HA
[CHOfe>TITHN., TDEIIC 554 FnEa1—<>
IS—HYRIRRD Y IhBiRESNIz. DR
THRENZIS—(E. FEFEERCCORREZE
CCEHITBIRIYVICEBDEDEEZISND
fz&h. CoTO> 1o hDFERZEMODREEDMD
ICU [CEEERT B CEETERL. ULAULRER
5. JO21 0 hEFRITIDEHICEBASINZS
ENEFNTH D, EROATRZMOIRATES
SICEETEI I EEZSNECENS,. OS> T
DO RDRAY I FCcHTOSTI NENRITDC
ElCUTz,



5. Isq)>—¢=

HAILZDHRA> 8 )

BEREMRBIUVEELZLEFHORECEST S
AHY IE TSANS—DREE THEBICEE
IRIRAB LV HEZBELTHINRETH S,

& T,

TSI\ — EFERE. BRBMETIEHD

M. BWCEEUMETH D, KERRERES
(Office for Human Research Protections) (&, [
SAIS—(F. BEZ (BHEN., (TEIREZ(FXIN
(2) hEEHBIIEE. FH. RREHHT &
WOSBRNSEETED. STWERE. BANMEEE
BAZRDT . HYDRREGDIEFEE —BURVWET
AR <MMEB KOS ESND T EFBRWEEE L TH
RUTZIBEHROBIRWCEET D] SR TULD 17,

CIOMS (Council for International Organizations of
Medical Sciences : EFREZEAESR) DR E
B0, [FBELCEZE ESIVEDOMOERSFIH
(CX L. BEICEATDINTOBERZEW(CRE
U. HELIDIEFTCIIENENZEITDIEICLN
BRZERRUIRWC EZEIF T DIEFIN DD ] 18,
EESPETHERZ. ERTAZTENICITDZ
DEIFTIRL, KDEBRIECEMICH T DESE
DIEFZTITZOHOICEARBRIZED EF8:#H L T
Do

BEGEAROSNEBDOENBERZRET DI2HD
IR (C(EHZ < DBEDN B D, EARNICIE. &FID
KOO (CEBD#RF L5 L THET —9ZES
£ BH5EY. ZETIRUTERENTEEC/RDE
B, HEs%. KROBERNISFEEYAF> T D5%E
RENDD. ERIBHEVDFMLBEDORETIRED
ZIEER (sentinel event) TI&. EFIDFHZ X
F2 0GB ENRECIRDDOT U, Ex DEER
HEDPEBEEEMIE SNDaiEEZRIMET BI(C
(E. U IESFZEIIL—TLsDEENERER
n>53%,

—RR(C. FFEREECT DR ZITSRIDREBIRIC
TOCIATEDEANE TEBLEIIFVRICRETSD
RETHD. TDEHICF. ZEEDOLE1I—DI

W

BFEOHA RS>

BADD)IL—T (CRAR T DIAR
Tld. B=BCHRI DLHFE
B(CEEBNEL D DIERZ
INESIMRIF I DHEN D
3. AREREE FIBEROEEE
ZRET DR BRI, E4
DEEREZRFE C=DIEIwRZHI
BRI D, BRADFT IRz
RID. T—YZERILI D
E) ‘BLINETTHD,
CIOMS International Ethical
Guidelines for Epidemiological
Research 2009 Commentary on
Guideline 18

AREEREDT S/ —&2
DAB N BRI ZIRFE U
wEREDEKY. BN, R
RO T B T HR/I\R
(CHIRDTEHIC. H5WBIE
KB CIRITNIIRSIRN,
Ethical Principles for Medical
Research Involving Human
Subjects, World Medical

Association Declaration of
Helsinki, 2008 paragraph 23

71 S SHHD e



N
()}

& SHEBHN T O 1 S HH kel

oo
Og

e

DICT TICHAZEB CTMEBNREINTVIERE
HFZEIER T DH. T —HINEDEHEE (TRER
Aw I (ROBENDED EREDTMEFEZHNEN
DERLZERDDCETEMRTETDEEZIBND,
NSDRERN SN TULRWNES(E. Z2EBELH&
NBOF—FHME CDVWTEEDOREREFDIN.
REC [CRIEBEDRR (HAF>RADRA> K65
BR) ZRDDINRETHD. MBH(C, EEREEFD
TEVZEDH I DBEF. EELDOUAENENT
S—mERUEAN. KDTSHA/)\S—DIREER
KTZ3,

H—DBHDHTRASHDHMEZFHIALEISETD
BARIRE. WRICEK D TIIHEEDREN K D EE
(C72B. ENTE. CHORAEFEEZELRTNERS
9 BERIRIRANR E BB DFFN SHFEN BIEE
(CI2BD X SRMBEANDETIERERET DIcsD. —Eb
DEEDFHABIRCIEEZNMRDHENDD.



6. NATERFBEDHEE

HAISZADRAS N 9 )

BERLMRICASTIEAE. LFTCEHEUR
DICIRTOIREEDSH I EZREBRRI D ENHS.
BRER CRISHDERBZHRULCHARECIE. AT
DEMEINTHELZL. W DOBREBRUIIATR
2w I YRR ZE) (CARFR I DD(IC 07250
CRREBEEIDIBEICIE. BERREITDCHICE
BBICNMTATDEBENDSD :

o IS—DFRENTEL TLDETEEMNE < ZEHON
Do

o IS—(CKDEEN., EAFZEAREENIEN
EAEITDORUNIFRECEVNEERBND,

o BES(CHEFLEANAZITAR, I5—ICLDE
FEZOBTED. HDINFEECEANMED
ZENTIRETH D,

IRAZ IR T DDICTDREMFHERHRETEITD
ENRVRUVEE(ICIE, XYY I REREE L E P
\E%%%*@é&%fﬁéo

HAI>ZADRA >+ 10 N

FHRIC. BEOZFEHELSIHHZHLLUTVSH
RECE, BFRELEI—UTLWBIHRRIY I
Rinz@ECARRT SDIC+AREFIME L EirE
BU. DMOUTORBEINTHLETIESICE. F
BICNMATIRENHS :

o 1237 MAFEUTZRIREEN R <BEOND.

o MALLKDA>EF> bOEFNIIEHEZENE
(CAMOED T ENFREEHEETED.

o ITIC (BEMNR) 125> hIHLTESH
DI AMTONTZ EER S E DN R0,

o 12357 hOERNEEN TEREZ(EADH
HNRETHD.

KRZFIRT DDIC+RRBFIAHEEERZEITD
ENVRMBEIC(E. Ry IO EEREEI2EF I
(CHIEZRKRDHDINETHD,

BFOLA RS>

WHO OFEMRT—F>0T)L—
ThE bR E I DATTICHE
I IEFOEBGES A RS
s UleEC B, BEEY
RO RIPEEHRRUICES
[CHATRENNT AT DEIFICDUL
TOERMN RN ENHIBAL
oo ©5IC. WHO DXRAw TIH
ol E1——T& TFI@E
TR EZEROLED—D
EES(CHNTE. IS5—HE
RENEHBEICWLDNTATD
N BBNEEDEFENSGD DN
EDHEEHEH UESGERIIIFET
=YAVANSY el
KIETRIHATI>RAE. T
— T hER THE S5SNIz WHO
DEFRT—F>T0)L—F(C
KBEEICEDNTL DS,

SHEEN T O 1 S FHHD Wk i



N
00

& SHEBHN T O 1 S HH kel

oo
Og

EL It

BAIZADRA> b 11

BEZEMRICASIBA/ALER. JOSTIH
DT TRICTRRS LUREBECHRERZHRET
BBEBHHD.

$%§@®6Hn (CFES(CBROBRENE
ARSI

FNsd
(L:BtL_ NES (le\Z%ﬁ_::lETcL
4))?)#%%&?5T@ BRPDT (T
AITRENEDMNRSKRCEE I DAIEEMEN D

%, ERRIC. ZELHFEOLE1—%{TD>TLDIH
REN, BESNTULWVRVWIS—RVWULIS—&
EZSNBDEHERDIIBCENDD. CDELD
IR T AREE MATRDELES) LD
NMAITRENERE URITNEEIRSIR 1920, —
BE(C. THFRBDOKBIEM R EREEDEE &
(FERD. HAREDE—DKENL. FFRHCLKD
RIFREIRZEIFET DIEH(C. HDBROFEND
TOHBEZEFRIDCE. BAIWVWIEDOREZ
IE T B2 LWL T O—F A W EREE K D4
RN (CRIFCTHDINEFBIEICFHMI TS ETH
%, BMBEZRDIFBZNCNALTLNZE., BE
TEENEIT DL TIDILE(CHESDH TV AR E/E
BRFT—AHDUNE (FF(FHERICARALEICIRD TH
35, ERCBEICELOTIE. 7= NRETDS
OJSAZRETDEHIC. BEXRBEZITZE
TRVLEZEDLLEDHERSLIRITDICEN. B
GRMREBDOEHBED—EE12D., FFICIHATRE

— ANDANEIHDIVWEERESMEELUT. B2
U < B5LERTEE/RRIREN'ZE LiB > TL\BIHBEIICIENT
AET(CIER TR EFTER, ARTF—
I ARDSE. KR, WREFAZZBELD
D, ARTECDSIRRICH LT ZDEDRIRE
XA, FTHEZEI TRITNIERSRAV, —fi%

LEDEEZEIETCESIFREICENTSD
D, AREBHNNMAT I EEIEBICENEFES
ns. LML, ENREBHITIE. ExBESITY
ATNZELUEB> TULWBIBE., ENEAN DA
HNEEZEZBSNBDHBE. BRUNMAICKDEDORE
ZHIETEZESRIBE(ICIE. AREICU R I%EE
g DERNDNE. ERICNTAINRETH D,
COTOLREBRCT DD, EERMHE(CE
MmIBEHRS— M. TOLDIMIRRTIIERRE
NERZIBA, TATIHEENDDZEICER
U THEMRTNER SR,

PIZE FMAFTYIUXSDORARZITOIHE
(& HHEFtEZOEMREE T, EDXSRIERERD

A7 NEEARREEEZSIHEEENTU
BDELTHI> NI BN EZERINETTHD.
flE LT, MBENEEDESD &ﬁﬁ?gom&
BEEIBRUTWBCEICRDE. W DEIRE(ICC

DR DRI ZE T TEEN HDIEENFET SN
Do CORDRERFZEABTFENRA ST
AZELEB>THED. ARAFY INCDLSRR
BARRBEZRH CEIRRBLUAHEBLT
WBEWDIBDTENREBHITIE. MAIARET
5D, MADHEFIRRICELDN., HESL (I
FERNEDOHRELEZEFT VY. FlicorT
O—F. TOMOERICEERSICDUVTERRX
AW ICERITDIEICRDITHED, BHIHRE
6 CTld. BEMZEHRU CLIMRENGEME
EEERIFE CTHhHoIe/lzsh. WDIT—HEC >
e EHDDICHEREMAHEB LU T, £
oo BECEENRAAIREREDSH DI TS —HEC
DIEEZFENATBEDIERERITTULE,



BHIAR 6 : BECEXRDDOEREDEZEILS U FFRABRITS —DHES

Greengold N, Shane R, Schneider P, et. al.

The Impact of Dedicated Medication Nurses on the
Medication Administration Error Rate: A
Randomized Controlled Trial

Arch Intern Med, 2003:163:2359-2367

COBEZETOZIT U MME. BENDIEEDH
HIEY I DEEMMNDVNUSEREORERZ R T
EINEDHZRRIAT D128, KED 2 DDFEE
TEiENz. 7O 0 MMISY 25ESH
BRI T 4 DI DEESNE. CNSDEESA
T. JOZT O MDRAAYINTOS IO NMIE
N9 2EEMEEE L. SNTDIEEMN S
BRICA>TIA—LAL ROt MEEEBL. &%

Bt RECH O T hEER U, BEEEE

BICEEMZ N AR EWBEHC S A AICEIDAY

ZEEOL E1—ZDMDH 5P BHEH (—
AR (CHBME) TRHESNLEA>ST> MID
WTIE IS—([CHSEMHIPERRTERFENT
HDOEEM(HEV. Fz. FERMNT TCIHRESN
TLBH MENERZRHL TLDH, [A5H
DIANITONED, BERA 225> MIER
(CREUNE. ZEECERITITHS (FBAHE (3BT
TERWNZEEHD. —/3T. BRONMANERKR
BBZEX D ENTEDEMNFLEENDRNT
535, U URHS, TDXSRFENIREH
T, TOBEZRLUEED LD THNIE. b
WAL T, BB FHADTZHEE (CERZEND
KOCTRINRETHD.

ZTNTH. MREBESATROHMR(CEDWTHIKT =
TFUEDEEZELCDDICRBEBLRALIEICWNDDIT
TF2W. —ZBDOMATRIIL—-TTlE. BELZEH
FROBETEL SRR, HDVWEHATENIKRR
(CXIFE T DEPIAEEE N Z B RVWBS(CED
SREFEYREDEBBICDVWTHEESZ BN
<. TLI7L>ROIN-T] F£l2eld 122ERE

Tz, MABEDEEM(IIEEICHT 27L2T0OY
SACSHMU. 12 BEICHIZDE 2 HDEETE
EBENDEDHZIBE LTz, MREFDOEEMSTT
OJSACSMETY ., BEDEEEBZMEL
1z

JO2 10 bDREY TN ABIDEEM & 153
BHOE 2 HIChZDER U, BDkDD 3H
(F. MREIOEEMZHRE UL, BREFEEN
R C(IEBIRTREFTH D, BIREMITDES
2(CBSMU. [EFORR, AR, B5o2Am
Dicir] & [BRIMIGENSDIESDE] DLk
ZiTD 1. BIREBENBEPICEB(CEZLILEST
AJREMEDH D TS —(CRIDVEHS(ICIE. AL
TIS—DREZBIET DO RSN,

2| BEFILUTWD, TNIEDWTIFHAEF >R
DIRA > N ABRV 5 (CEREETNTLDS (EHIEH

F4) o CNSOZRERFARECEO>THRARE

RERD DD,

BEREMFROBNIREZEDHRECHDIE

&, MFHERZ R LD TRBHTZ(FEFID_LES
(CEREL. SRTALALNILTEYRZIEEEZH
UBTENTEDRDICTDIEHBN DD, ERIR
SDOEN(HMEACEEZH UF1TD T ETIERL
Jzsh, ARBE(FT —FaF LD TESRIL

U, 4 ODEBRIRHEDPBEMFETETRAVLD
([CIRETHD. BERIC, ARICSMUZEEZF(IC
HMUTE AREARTESNIZIE L(ERIC,
DEFICET DT —InYRbr LESS (LIRS =/
WKD(CEFI DIMRZTEADIRNETHD. D
K DIAFTRERENRT BDCHIED>TIE RRD
FIREDB SN S, ITEXHMBIFIR S EEER
KENEZ (CEAPEEZRNECESDHEEHD
7z, AREFEIIFCEEZRAINRNETHD.

OF F1 I SHHD )k et

2



w
o

& SHEBHN T O 1 S HH kel

oo
Og

e

/. EmBAROELER

HAIZADRA> S 12 )

BEZL2OMBREHEHHARO—RE U TSINEESE
NDBHAREEZEUVEZIBCLERETIIES
(&, AREBSIUTEINTITODRITINEIRSH
(A

o MFRMEZER(CH U THDIAFTTETIEART
NTHDZEZERT,

o MAFRERICK D —BPFEZ(F K DILE/PRRA K
SEFT B EZRENZEEDTRY .

o MADHBVHERRIZRTT ICSINDE
BZRDODZENZENEDINZERTT D,

o BIRBIRZEE UIER D EBERNIHARICER/IVE
ZHBAD AT ZEEE5 TRV &=
D

B0 RS>

RINAECHAR (deception) M
AOIR EHRTIZECIE. HARE
(&, MDAFTSETIERT+DTHD
BDTE. HRBRICKDARE/E
HHNESNDCE. RSUITHIER
ITNEL < DANSIZIES T D
CECIRBDTHADEEmIEIANT
HRT DLz MEBERATERIC
IRSRTNUIRRSRR, RIEER
RERF. BHOINDIBENDFEE
AT TR(CHBEC DN TLDE
DRI AR DN ZEHIFFTINRET
5D

CIOMS International Ethical

\

BAIADRA >+ 13

HRGEEREESHSMENDRERERZE UER
DMRBEEZHEKRIT BES(E. EEREUTZT
RTITORITNIERSIR :

o HIATNIEZ<DANSMNEIEE T D (TR
BTHBIF/REINTHRSND Z L2 tER
9D

o BIEDTITU—T+ >IN e z(EENM
ESHh Y B,

o PIEECHINUTRESNTUVDIHAFTOIEIEN L <
FRSND 2RI D

Guidelines for Epidemiological
Studies 2009-Commentary on
Guideline

AREICEERZLADEENDDIM RRECEK
DTCEF—E#DIEHR (BANGIARBENGE) 28
BB D NGB EERSND. —fMKR(IC, B
MEANDERARZE U0 EUTIE. S0
ENRRMNRTH D EZEBRIR, HAFTRDED
B ED X SIMTEIEZENTADATRIR TH
DNEILAIIN. FAFIBRDIREDTZHDIRD T

FUREND D, CDOKDICHAFTSIMEANDIER
MrEZEUIZEXZCEE. O MDURYD
MEWNSE., BEEST —SYDINEICHNETH DS
A, TOTOZT I MILDEBEZEDODEFNK
ETESTIUREENGDIHEE. RESWTHARS
HDOURoTOT7AIHBELURWNEE END
BN IR TDHEF B SND.



BIZ(E, EHIEDCRDBEEER P RETNRDE
BlDERFE WS EIBEZRABUAR L. [EH
AEE (mystery client) | (C (ERICITTRRDF
H(EUVROY) BEEIC/NERDERIEE T
<ELDERLU. BAULCRBOFIEZINEMKZ

BHIAR 7 : RWRARDE UEEX
(BAKLODARHFIZEHE)

HEEREMCMEARDER|DRIEL. HRAYR
NRFBEDBREUTEFIFIRMINDELDIC
ROTWD, NS, NEYIIREEICKDEH
TEREREFTUEXRD LR, BERD ICRDIBENF
BoF4. EJIMEORE. EEREADSTHE
KDBE. BEDBLIUOFRENEDIIABERE UH
PRBFNRERE., EFEEEFEm CRLIRTE
ZRIFLUTWVND, FRIZZTVHNIESPDSHDETE
fEENZBEDOHIR T, BEEERBRIUME
AERDERINFERENIZEDD. TDORIBEDIEE
(FRBADEETHD. TOEICHITDBEERER
BRUBEARABREFIOBEOEES LUME(CD
WCRBRZBD EEBIC. BENDIMNRIIIZE
e Z R I DEEA ZZIE T DL, IRy
HEMATAEE SN, SEBICHITDREDBEE
ER/MEAREFOEAR CAEEER/MEARR
FEXZIRFE LU CO\DIERDOERENEEETNI,

EERIRGTENS >H AIGERESN., HHIENES
EERFEEDIEFE TR L E NIz, AELOEEMN
CREEEREL(IRERRERICAT DIYHD

REICEDE, 3FFDET 9 DOFERIZIRFRE U

TERLZ, WINE., TDOETEFLSERERTE
12<. ERMIRGTIE CIBAREE CTH DI,
BERZEUSBEOREEN. BEDEEIEMN
INCHDERMRTIENSER TRAIZBA L.
ZTNEY>TILELE. AEERIEESNZ—E

ARENDITLIZ. COWRRTT1>E EBRIC
BECTESNTVDIREEIZAF I H—DITEE
EZSN., ARICHD VRINIFECLRRL, &
2EULTEESUBEADH THDIZH. BHthd
REC [CLD TFFRI N,

DIERZSRAL. EBROBENEFIMCLEZNR
BELSREM (COREMBZESIFTIN &
NIERVWEARTIN MBORZRETESAR
IhHh. CORMIMBOBEABEBALTNET
haeE) 29 3illEzzTe. BUREIRER T
z#&. RER(EESNEERRIRTENSEA
INERKAEZDEDIYR MeRITHIo Iz, EER
mERFEE S KUABEB DS TET —FUNET A —
ACER&E NN DA ZDRDDIC, AEE
PR CERICHAREEEN Y > TILESZRL
&Lz, COBZTILESE. HREEEDHD
HMBFFEMUDTI— T >TENnfc. EERIR
FEIEDNFE (CDIRIMD S DEIRFESIE=N. f##
RIS > TILE XOFT —FUNEY —ILH SHIBR
=N, BE(CRES 9 DAFTE (SARADIRE T Z A
BT ENTERN D, BIRUCERRIRTEEC
MROEFINDM DB EE. BURGEEZZRD
SBEUREI DN SYASERUZRIDES
miRGEEZ AR T DN CTHEEEENRAR LI,

AFFER (. MRHsREIR EDERDIIRZ IEEIC
IR, T—HZFEDHTEDOER AR
SRS SLRBACIRESNZ. T—FFEB&T
fEtrSNIZIze. REENBANQRERRIRTEE
DIFRZEZITEND Z & (312 <. AFRDERICED
SBEHEEZECD T EIARAETH O

OF F1 I SHHD )k et

2



w
N

& SHEBHN T O 1 S HH kel

oo
Og

EL It

BIRMAREE UIERD L ARICHITDIME
ZHBE. COLDRPAFRIC U TERDHIPRAER
BoNDERENENHD. BANRFIRE LT,
FR CERVERZS TR MBDT T+ > Z0lHe
IRRDIRA U THAFEREICHAN T D, [FERFARD
ZUEZEX IS NIRTMRDOHET D, ERLE
RFFRARULIBWE U TEMRREICET DIBERIFTE
BREFRHT DR EDERNETSND, HAFRE
(& BFEARE U COEELRBEN(3ER L DD,
BRZHEI LVIWEZE TR T, LDEN
BERRr (BIRE [ TAYOREZE (real

cliants) | TRUVABENSE 6 HAUAICSHINZE

91) NEENESIHNEERINETHD. ftid
BIRERE UTE ARICEKDNTANSNE (CEE
RIFFZ LBV E BRUEENRIERFTR
(FDFTTVU—T+4 > DTDRRICITS T EZREL
T, RS ZEAEN(CEFHSE T (THEA
DRBZERDHD EWVNDHFEEHD.

HRIDESIMEIEGTDIENHTLDENDIE
HDH TIBEHRERZEE UIEZDNRETIERL, 1B
WARZZE VXD EVSERE. ENHATEEN
[CEERMFARE(CERDEOE—DHETH D5
BlCOHENTHD. HAFREE RECDHA)\—
(&, HROAET & (CSINE (CH T DIFHRMATRD
= U PBEROREMEICDWTIEEICERST IAN
ETHD. MREMZBNI CERIEHTEDS
BN D DHEE. TDBERERMBINRNETTHD

Do

FIU=2J4>0F REBZEI(CEENDE
BR(CXT 9 DMBREDIEFIREZ &/ RICHNZ D5
ED—DTHD. [BREREZE UEXDIMERT
(&, REC (&. S/N& EHTRE EOMERNRE®R (2
DFEFIT IV —Ta > IONWEELL) . SIS
B IRE 2 Z 1T D e e MBI E 1z (R U
RUODNEDIHREDEBREEEBELT. T —HFINE
BIBMEBDTITU— T4 IR RBENEDSHE
REITRETHD. COLDIRMARTITOSNE
DFTI)—=T a4 PO DENE. TOHITICDLN
T. FBEHRZERIED TRELRMN D TZIEBRIICD
WC. KDEERNERZRHEIDCECHD 2, —
RRCTITU—Tq 20T HAKBRN. RO
SMNBEMY. FRIRART YA N RETHDE
B EFRAZSRIAT D, £lo. HTRADSHNIC
KDSINENRER T DAIEEEDH D EXHATREN
BEULCEEIDIZED. BEBOT—FEMERIC
HAHAD T EICDWTREEREI T sz S
BCEZXZCEEMETHD, T—FZWMO TS
DEN A TA—-—L RO bO—BEBPTERR
WA CNICKDSINE (FENIBROERICET
DEBIERTMDRI CENTED, BIR/I\AF
IAPRHEDRBDOYU R, ARSMEDT IV
— A O EITORNC EDTHREBHICERS
B TIU—TJa 2075863, AN
FT—HINERESICEEINRETH D,



8. gmsLvskosEY

SNEZRRDOERE(CRIDENSHREIT DL
(&, HARPOMRES LOMGIEFENTEIT DT
DR 1RO TULD . FRINRER CESN
e RN T —INR—R (L, —R(ICIE<SEBHS
NIEHERANEDRMD . BHRAIRATAREE (CEA S
Nncunsd, MRMIEEESOER SBIE/RERN
R DOAFTEFARDRIZMHEECERD _EIFSNIA
N &d. BIENRIAFTERDEST = /et
LTWLWB EERFIC. S ERKENACNSD
[RAVZEST - BELUTWBZ EDHLER D TLY
=

ZTNTHE. AFRRERTEDHFREROEAR L
WRICKD. W DOTRIEBERN SN ED
TRV UVIRRAE UTEIBE (SR D UL VR
ROFICEIFOMIBRRZEAY 2 2 ENEE(C
2DEEEMN DD, DT LG BETEMRED
BRESSUVRELZEEHICEL<ZET D6
HNHD. CNSFRETELERIFTUVNDEFT
HD. FUWVRBIENREPRENE U DR EH
DEERBND. COTENEKBREEICEFND
HAT U ZADKECESLBRATH D, BIFDOMm
BHAY 2 ADEBEEREWRDE DB (CET
DEEN. HEOREBNDTHES LUTH 1>
BNTHRECREFEZESON T LD L
ZHEAF LTS,

ARREETIEH L TVDBELDIT, AFTENLFLL
WRICEAELU. ®ENRERNECDEEZ BN
DEHNNS DD D, KREEDHAFT X
(&, BERZEOMRE EBERE(CIENDIHEMEHN
BEHE I 3% < ORE(CH U TEHFOMIEE LD
kT — A NR—RUINSHEE U TR Z R U T
WD. SSCARPAFI AT BEFATD—
REARETNRVW DO IBIBEREZEESDEET
[CEHAMNRBUVD., EEFLZEFREEREDEFHND
KO TOT S AICKDFREIL UTEBTERNMEIER
UROICEERITDLDERLTND. AHAS
DAL CORIINEENAIET DBENI XD
HEBIDCEOERUZMAITDEEEIC,.

DXSBEERNEE TN DEREEICHT U T,
TEBRO—TEKEDRERMODPEXIEEZ
RYXSRETD. HWEENRL T7L2XT)IL—
T (FREBELZEEER) ORI BRTH
NEREFTHN. DX SIMRILT THRIBEIRERRR
ZRUDD. CDOESRITIL-TPEERE.
RDT YA FFEMHRCE U DRIBHEIED
FER(CBVT, AREBSIUVBERZEH LHGKE
XIBEITDNIERHEN TE 2EMNIZEFIH T
BRI NETHD.

AREZ (X, BELZEAFT T OMOBHEREID
FETE LUEMOBETEL S 2 mIENREZ T
RTHN=FBZEEFTERMDZ, =BIC.
CTCRURFIRE(ICH I DA > X B FHTH
TR BHBERTITOEELEV EER
DREFZHRITICKRUIZRBELED TND, D
KOREEANS. AREE(EEDET ZHIRE
LIAIRE L. E<HUWIEFT >R EKDFFHR
IREBCEDVWTHETZITS 2 EZBELTL

D. WHO (F. AXE(CE&BENIAAS > RICH

IRHAB LUV T+ — RN OZERLTHED.
CNSHABELZEATICGERINDBICDODNT, &
DRIR(CR T IEEQRERICEVNTHIZIREREZ
SHTEBMEX TV CEZFED> TLVS,

OF F1 I SHHD )k et

2



w
S

O3 r1 DT Il et

23

9. References

1 Tha Fesearch Pricrity Setting Working Group of WHO
Patient Safety: Summary of the evidence on patient safety:
Implications for research. WHO, Geneva. 2008.

2 Sandars J, Ezmail A The frequency and nature of
medical arror in primary care: undarstanding the dversity
across studies. Family Practice. 2003;20-231-6.

3 Jha AE, Prasopa-Plaar M, Larrgoitia |, Bates DW.
Research Priority Satting Working Group of the WHD Wordd
Allisnca for Patient Safety. Patient safaty ressarch: an
avanview of the global evidenca. Quality & Safety in Health
Care. 2010;19:42-7.

4 Wilson BM, Michal F, Qlsan 5, Gibberd IW, Vincent C,
El-Assady A, Rasslan 0, (sous 5, Macharia WM, Sahel A,
Whittaker 5, Abdo-Ali M, Letaisf M, Ahmed NA, Abdsllatif A,
Larirgoitia I, for the WHO Patient Seafaty EMROVAFRO
‘Working Group. Patient safaty in developing countries:
ratrospective estimation of scale and nature of harm to
patients in hospital. BMU. 2012;344:0832. doi:
10.11236/bm;j =832

5 Aranaz-Andrés JM, Alar-Remon C, Limon-Aamirez H,
Amarilla Anelia C, Restrepo-Farra FR, Umoz-Tomas O,
Sarshia-Gomelaz O, Garcia-Corcuera L, Terol-Gancia E,
Agre-Vamnla J, Gonseth-Garcia J, Bates OW, Larngoitia-
Jauregui |. Prevalance of adversa evants in the hospitals
of five Latin Amarican countrias: results of the
“|lberoamsarican study of edverse events™ (IBEAS). BM
Quality & Safaty. 2011; 20:1043-1081.

& Grady C. Quality Imiprovemsant and Ethical Cwersight.
Annals of Intarnal Medicina. 2007T; 148: GBO-G81.

7 Andrew D McHas, Charles Wesjer, Anslla Banik, Angsla
Whita, Jeremy M Grimshaw, Hobart Boruch, Jamia C
Brehaut, Allan Donnar, Martin P Eccles, Raphas] Saginur,
Marrick Zwaranstein, Monica Taljaard. Who is tha research
sulbjact in cluster rendomized trials in haalth ressach?
Trals. 2011; 12: 183.

& Sharp HM, Orr RD. When “minimal risk” research yields
clinically significant data, meybe the risks aren’t so minimal.
Amearican Journal of Bioethics. 2004; 4: W32-W3E.

g Whicher DM, Kass NE, Audera-Lopsar C, Butt M,
Larrgoitia Jeuregui |, Sexana A Ethical lssuas in Patiant
Safety Hessarch: A Review of tha Literature. Submitted
for publication. 2012

10 Conred E, Edwands SJL. Inequalites and Faimass
in Clustar Trials. Research Ethics. #2011; 7: 5B-6G5

11 Daowvey 5. Hall K, Rossar'W, Makaham M, Kuzsl A,
van Weel C, Esmail A, Phillips B. Sesking athical approval

for &n intemational study in primary care patient safety.
Buritizh Joumal Ganeral Practica. 201 1; 61:197-204.

12 Waijer C, Grimshaw JM, Ecclas MP. McRae AD, Whita
A, Brehaut JC, Taljaard M, Althabs F, the Ottewa Ethics
of Clustar Rendomized Trisls Consansus Group. The Citewa
Stetemeant on the Ethical Design and Conduct of Cluster
Randomired Trals. PLoS Medicine. 2012; 9: &1001348
doa: 10,131,

13 World Heslth Organization. Standards and Oiperational
Guidanca for Ethics Haview of Health-Halated Research
with Human Participants. WHD, Geneva, 2012.

14 Mational Research Ethics Servica. Developing
Commensurate Aeview: a raport of the Mational Aesaarch
Ethics Servica “Fast Track” project. National Patient Safaty
Agancy, Movember 2008. Elsctronic version aveilable at-
hittpwwew nres nhs.ukfabout-the-national-resesrch-athics-
sanvics buillding-on-mproverment’ proportionats-reviess)’

15 Fedaral Policy for tha Protection of Humman Subjects
(“Commeon Rule®), 45 C.ER. 46.101. US Departmant of
Health and Human Services. Electronic pullication available
&t httpy i hhs.gov/ohiphumansubjscts/commonruleyf
indes hbml

16 Miller FG, Emanual EJ. Quality-Improvameant Research
and Informed Consent. Newe England Journal of Medicine.
2008; 353:TE5-TE7.

17 Office for Humen Resesrch Protections, Institutional
Aeview Board Guidebook. Elactronic publication availabla
at hittp:iweees hhs gow'chrpdarchiveyinyirh_guideboolk tm

18 Council for Intermnational Organizations of Medical
Soiances (CIOMS]. International Ethical Guidalines for
Epidemicdogical Studies. CIOMES, Geneva, 2009.

19 Miller FG, Mallo MM, Jofie 5. Incidental Findings
in Human Subjects Ressarch: What do iwvestigators owea
ressearch participants? Journal of Law, Medicine & Ethics.
2008; 36: 271-279

20 Wolf SM, Lawrenz FF. Metson CA, Kehn JP. Cho ME,
Clayton EW, Flatcher JG, Geongiaff ME, Hammarschmidt D,
Hudson K, llles J, Kapur V, Keane MA, Eoenig BA, Laroy BS,
McFadand EG, Paradise J, Parker LS, Tarry 5F, Van Mess B,
Wiliond BS. Managing incidental findings in human subjects
ressearch: Analysiz and recormmandations. Journal of Lew,
Medicing & Ethics. 2008; 36:219-248.

21 Miller FG, Gluck JF, Wendlar . Dabriafing and
accountability in deceptiva resaarch. Kennedy Institute
of Ethics Journal. 2008; 18:335-751.



Appendix 1:

How this guide was developed

The production of the "Ethical Issues In patlent
safety research™ Included the following key
steps:

1. Identification of ethical issues related to patient
safety research, through an issue-spotting workshop
with WHO staff and ERC members in March 2010.

2. Systematic review of the literature on ethical issues
related to patient safetyiquality improvement research,
aiming to synthesize existing knowledge on the subject,
in order to inform next steps in the process. Cwver
60 journal artides, monographs and other publications
were reviewed to produce a synthesis of the state
of knowledge. Results of the review are summarized
in the manuscript "Ethical kswes in Patient Safety
Research; A systematic review of the literature. Whidcher
Db, Eass ME, Audera-Lopez C, Butt M, Larizgoitia
Jauregui |, Harris K, Enoche |, Saxena A. The list
of the documents reviewed is provided at the
end of this Appendix.

3. &n International Expert Consultation held in May
2010 reviewed the set of ethical issues and initial
synthesis of the literature. Experts were patient safety
researchers, health fadlity managers, ethidsts, ethics
comimittes members, and patient adwocate
representatives. Using small group discussions and
a case-based approach, the consultation identified
a core set of issues that would berefit from further
guidance and built consensus on the core concepts
induded in this guidance.

4. Two rounds of external reviewers, invohdng
international academics with expertise in quality
improvernent, patient safety, research methods
or ethics from all six WHO Regicns, advised on
the various iterations of the dooument.

5. Every external contributor in the working group
and in the review process submitted a standard WHO
*Declaration of Interests™ form to the WHO Secretariat.
Mone dedared any conflicts or potential conflicts.

6. A drafting group produced the different iterations
of this document, based on recommendations from
the expert consultation and the two rownds of external
review. The drafting group considered all suggestions
made by the reviewers.

All participants in this process are listed in the Acknow-
ledgements section that accompanies this document.
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WHO 2010, WHOVHSEGIPATRAD.1. Asailable at:
hittp2ihansnawho int/ethics/gip_research_ethics__pdf
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Appendix 2:

Summary of the ethical guidance related to

patient safety research

Guidance point 1

Any patlent safety activity that constitutes

resgarch, regardless of Its methodology, should

be submitted to a Ressarch Ethics Committes

(REC]).

For purposas of REC oversight, patient safaty

activities constitute resaarch when:

* they are aimed at addressing a spedific question;
and

+ they use a predefined approach or method
for collecting data in response to the guestion
they intend to address; and

* their findings are intended to be applied to
settings beyond those in which the activity or
programme is implemented.

Guidance point 2

Patlent safety activitles, even when they do
not meeat the definition of research requiring
ethical review, may Involve more than minimal
risk to patlents and health-care providers In
some situations. It Is the responsibility of those
working In patlent safety activitles to be awara
of ethical Issues and seek guldance as needed.

Guidance point 3

Patlent safety research may be considered of

minimal risk If all of the following factors are

presant:

+ The intervention does not modify clinicl
management or the treatment plan for the patient;

« Data are not individually identifiable, or adequate
protections against breadhes of confidentiality
of data are in place;

* The intervention is unlikely to divert staff from
existing responsibilties in ways that are likely to
pose 3 risk to patient wellbeing and safaty;

+ Mothing in applicable laws, or imstitutional rules, or
the local cultwral context sugoests that conducting
the study in the particular environment would posa
higher risks to the patient;

« Mo other features of the activity suggest an
increasad level of risk to patients, providers, or

institutions, compared with the patient safiety
activity not being implemented.

Guidance point 4

# Bafore conducting a study, researchers should
consider discussing with leadership of the
haalth-care institution under study the
importance of avoiding a culture of blamea
with regard to patient safaty.

# Patient safety researchers should also considar
whether the political, sodal, institutional, or
cultural context in which the project will ba
implemented could alter the project’s risk profile.

Guidance point 5

Individuals Involved In patlent safety research

who are Interviewing or observing patlents

or providers should anticlpate any distress
participants may experience as a consequence
of the conduct of the study and be prepared
to offer solutlons. Some optlons are:

« Be trained to ask particpants if they would like
to skip questions or stop the interview if they
become distressed;

« Be equipped with referrals for supportive care
of counselling in case participants becoma
significantly distressed;

¢ Be equipped with the names of hospital
authorities to whom participants and families
can be referred if they have questions; and

« Ensure that all services and providers whose names
will be given out as referrals hawe agreed to have
their names provided to patients and families.

Guidance point 6
Researchers conducting patient safety research
studles must generally seek Individual informed
consent from patients. However, the require-
ment of obtalning Individuzal Informed consant
from patlents can be walved by an REC if
« The research does not directly inform or alter
the individual patients’ therapeutic or medical
treatment plans; and
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» Risks posed to patients by the research are
mimimal; amd

» The research could not practically be carried
out if individual informed consent were required;
and

+ The privacy and confidentiality or anonimity
of individual patients are assured (see Guidance
Point 8).

In cases where individual informed consent from

patients will not be sought, general disdosure

to patients about patient safety research is highly

recommendead.

Guidance point 7

Individual Informed consent from providers

participating In a research study must

generally be obtalned. However, the requirement

of obtaining individual informed consent from

patients can be waived by an REC if

+ The research does not directly infiorm or alter
individual patients” therapeutic or medical
treatment plans; and

« Risks to the provider are minimal (see Guidance
Point 3); and

# The research could not practicably be carried
out with the consent of providers.

In cases where individual informed consent

from providers will not be sought, general

disdosure to providers about patient safety

activities is highly recommended.

Guidance point 8

Staff Involved In the conduct of patient
safety research and patlent safety activities
should be aware of the principles and
methods related to preserving privacy

and confidentiality.

Guidance point 9

Individuals Involved In patlent safety research

may, cccaslonally, observe practices that may

put patients at risk. Researchers observing dinical
encounters have a duty to intervena to protect
thiese patients if all of the following are present
and the research staff observing these events hawve
sufficient expertise and experience to interprat
thiese situations appropriately:

+ thay are highly suspicdous that an emor is
irmrmimert;

 thay believe it & highly likely that the error will
result in direct, severe or imeversible harm;

# their immedizte action or intervention will
prevent or reverse some of the negative effects
of the arror;

Whiere sufficient expertise and experience to

interpret the situation is not present, staff should

seek advice from more experienced professionals.

Guidance point 10

Similarly, researchers who are abstracting

Information from patient medical records

have a duty to Intervene If the research staff

reviewing the records have sufficlent expertise
and experience to Interpret the situation
appropriately and all of the following are
present:

= they are highly suspicious that an incident has
ocourmed;

» they are confident that intervening could reverse
some of the negative medical effects of the
incident;

+ there i no evidence to suspect that an
intervention has already oocurred in response
to the {potential) inddent;

+ the consequences of the incident are of direct
severe of irmeversible harm;

Where sufficient expertise and experience to

imterpret the situation is not present, staff should

seek advice from more experienced professionals.

Guidance point 11

Those Involved In patient safety research
hawve a duty to report the study results
back to hospltals and units once the project
Is complete.

Guidance point 12

Patlent safety researchers who proposa to

withhold Information from potential research

participants as part of thelr research must do

all of the following:

* Demonstrate to a research ethics committes
that no other research method will suffice;

+ Persussively argue that significant advances
could result from the research either for the local
setting or more broadhy;

= Consider whether asking particpants to consent
to participate, without disdosing the nature or
precise timing of the intersention, is reasonable;

+ Ersure that withholding information itself will not
cause a study to involve greater tham minimal risk.

Guidance point 13

In those cases where a research ethics

committes approves an activity where

Information has been withheld from

the partidpants, the committes must also:

+ Ensure that nothing has been withiheld that,
if divulged, would cause 2 reasonable person
to refuse to participate;

* Determine if debriefing of those who partidpated
is possible or appropriate;

+ Ensure that a general disdosure of the type of
resgarch that & proposed is in place, if possible.
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