HAMZ

Pl
Al

S
S
B
'IIInI

EIMEROEOMLECET DEBK
HWENEZEOHDHICHI RIS

K 23 £ 10 A 24 H

=12

R 1 K 2 9= B
Atk AEM

EHMGRAEICEET 5 R




EEEHMORAELLICETIBAMEEFSDREEIEIZTDOLT 1/8 R—

) |
HARSEZS |

Japanese Associstion for Acute Medicine

O -#iiks ORE-BEE OHE OFRE O O&M-ER—K
OCEMEHE OCHEBERE OREER OCASERAN O=AEHFHEE OJY COA¥A~—T

R O B & A R R U T e
FErk214E11 /5208

SREM
—fkHEZEA BARREFS
REESE 2X #
PRITAREEORERERAFOEYARAFIERS
EER HE #®
R

BT, BAHEREOILESBUBLET T, FEE S SRISEYHREEE>TEYET £ IEI
[TERHEHOBEERLECBVET, HUYLNEITTNET,

ST HAHEEZSOIZRTAEERORARASOEYARENEZEESITREREFRTT. A
SRR ERRAEEESOHINEELGEFERL TEEL L. TLT. ZOBETELEFTBERICLDRELLIC
EhobENTEEAAERLTEZEL - ChnlZFESHPIZEHREIW-EY T, EDO£EIZEHHHTELT
SHECHERVET .

TiTC. HEEFERE - FNESLGLETHEADEEZSTLL. IR REE TS LIBRTAREEE
DOREERAEQAEYA I OEEL T EREHOAELLEICHIIEFAHMBEFZROREGE)ILLTIIINE
FL=CBWET, AL IDOFNAETO—Fv—b), $ROBHENSK-TEYET . HAEFZEE R
professional autonomy’i & THY ., BERICHE AN BE -RESBBLELHALGIT>TVWIERD. TORE LIS
RATOEBAELHIEELSEDOTYT, ERORHICHHTVIRSICHLTEROFRT-REETLE
BN, HEEROBBRFEICHLES TV -THAIEEFBEELLE LT L<BI-REOMREENT
Fa

LEDOBYTYT, EREEMICHEINELTIE. COMRBREER)IZEVELEHRARE. RBICHST2ET.E
RAGLHENREEZSVD. ZLT. KB EE S~ DHERGLE I OFEL CESEEFRICAEBYEST hiTE
WTT, E5hBEL{BENELEFET,

BRICHYELED, BEHICEMMELTEESTHEZEE—(THShTET L. TELOHBRE—ED
HEREF L, LSTYBRLETET,

e

<ZFEH>

EErHiERT:ATERRREERRERWAERIHTHRBCOVT
BEE&H@EEROREOERICAT-ERBHISIACORERH-BREHLEZFOEYAICETHHAE]
(E=REBNDOLT

<E>
ERFHORELLICHTIEELAMEEFSORE

§ IFL®IZ

SEBBI0EZEFH S, hAEDESZHE CDOLTIE., KIEGHENEHONTE -, F2Tlk. ESEH
DEEHBEOHELT . FRDEFEM~DH B ICEHELALHLORYEANEIN TIND, ZEE W HAERRT
BHEOMELELCO—BERADENTED, TNODHREOHNBIZZIHITELSD., HRIICHAT.BE®D
R ESTHLAICEERAE T RAEN . REERULVICHAERICE I 28E ThH LA
NEETHD, EVRZLEMOLFICHLT. BARBEEZRICHTETHEABEAED. HRAEZ-HEE
BB AHEETELRIEELENT IV HEMERE A FAEO TE 2 TWSES S TE
Bo

http://www.jaam.jp/html/info/2009/info-20091119.htm A 2011/10/19



EEEROHELGESICETIEEARAEESDREIEIZDNT 218 R—

FOLEEKRIZHENT, BEAQBEICBTATHESLSVLLITERG L, EEY, RENICELNIEE
BEICT3SETHY. ThAHELZLWLBEOERTE(ERNTELEL->TWS, Thik, FBEMUE
#BLPEDEESISELTED, EREHCHLTE. FOLOSLES HElFi T —EHOHIEELE
E.THEBRIAESIERLARTDS. H-T. TOISHUBR A OREBEXEROBHRCEH L VO-BREER(
EEGITTTHS. A THATIHELEMASH, BROCENFEBRETLILENROE. EHEELSE
FOHOMN, BEE, BEREFEAGEL. RETSETFOREELT,

FEESEEEERORBTLLCHENT, TS HRATOREELTIEIIEEFRRT D, Thid. EbiE
RAFAEETESEOARRTHD, CNISHLT. FA—IAEEOBEOCEH LV E-BEESFELBTER
MNpdE5Gn., Fnid. EFM., MEMICELOLDCEEERMNICTEISVLSGEZ-REBIZONWT, RUEFASE
ErEHTIHAERE. HRERCET T - HABHRORBI->T. EL(BENFTELTLSL0LE
HELEFRN, ZOZLICOVTIE KEICERDH A § fFii~ AR A EE S CLIIERDERLE ~
12U,

BTIZEEFROEELS, FORITEEHE 2 OERICOVTIEE B> THBAT S,

I BEERORENSREABHARES ST TREICOVWTORE(DD—Fv—F1)

NAEBBER(EEDLNIEFESUIORERICENT

=PE. DBEQRGNEEFTI, 51Z2E2. CEEORBEL~DEREFITIEELIC. OFREE. BIFURY
TH3—Tw—(RM), ERZLEREEEC T RTINIARAYI IR —U+—GRM) ~EBEZT 5, DR RMISES
MCTHhEITIANETHD.

NERREEERITBITAEMRE

ERTLEEZICENTR. DAFEM SORE -HHRENREL. ORERICHEET 2. FLTRESh-E
BEEDIS, @ BERUBERCHINEIHDOHMERE - ERRTSERERNATY,

Fhizky, d)EXEBZLHHTIBEICE. BTFONED  IEXBREHMLEWESICIE, FAE-R
BEFREFOTEHBFLEAOREORTERT T 2. COBAICEL T, FidTORICEMEZETHIEE
(BlAE, BRENGHRED AN TCREZELER THH>TH) BE - FROMALEEEZELEWRE, FHdikh
[FEXREBZEHELTELT I~ &L,

NERBRTHHLYEELIBE

ST DRNBHREESSTRET D, FRFEREFERLICOVTHE, BLOBERAETLTLESR
DEHEBLTOIEERZNLE DA, AL, ERTHMAERRLER HEERREENTHEY
SAELHH.

AT, BERARLDSLSEIZE, HIEO PR, KEFERTENLDANKIERISONTHLM LD

L'CL\%’:::‘:fﬁ%ﬁLL\ Fl  RUERCERDREVNEMRENBERLLTHEEB YT 42L4HY174. MA

T, BRTREFRFERGE L2 ICRYRHN D ENHYBLOT, EERITEHLALHZRIFRER
AR RREELIESME B THIEL—FITELES. WThitt &, SCTRIRNBLHAEZRENHA
HETOEEAVTHRAERRT D,

RABHRRAEZEERICHBITE. OQEEENORELLEFTICKE - BEFITI. SIS, EFHICERH
BMLHREEDIID . MHEC DN HFEEROREIOVTIEED LS RKIZHE T SEZ TR
EEDEID . ZLTSHRORBLEE | EFNGHRANOERIVTTEETHS,

BIEELT. BE - RE~OHANBWITEDLIITGEhTED . BUKERICEDLSITHRBEEI TS
M BE-REROBEZEICOVTEDLIN, SRICBHSRELGEICOVWTERELCEFREL,ASHBN
BENSHEELEDD,

Y EQOBRZDOWTE, FHSFRICEIFTORBNBRERICEDISIEETh TLENLIEET D,

IRAERAARES TOREIE>T. ERBETHERB~ORE, TREHERMEO~O%RE . &k
EHEHEERERLRENDERE - ARRAATFATEENTIVNTE, HohLHROHOW - A— V> TERR
EEEENOINGEITI,

EEL, flRE. ERRSEEERLOYIN TR ZHE - REARREOLRLSTIRLHHTHLOLER~
DBEHRIFRNELTTETHS $FIS, BEBHELEESCO0THE, TUTZESREINLL),

B RiEA~ L ROEZHTRIAF DL TEGHRBEITI. OB, FBRECMAT, FiEER. ER
REEBREAENEGICRAICL-DEE8DHD ChoDBRAGELFELERBCEBHTELRT S,

LRO—EOFRISONTIE. QHRBHEEEEL. ERNISTHOAIOERRLEE - NEEAREM~

BET S,

NERZEEE- - NEEKSORECES)
EFOEREZLETE - MHRERHCHVTE. OBERHLEORE. QFDEA~OEH-BIEITOVTE

http://www.jaam jp/html/info/2009/info-20091119.htm 5 2011/10/19



EREROAELEICHT AR ERZROREEIDVT 3/8 R—L

Bahd, FALIZOVT, DFBESICHRB TS,
410, BEBREL 1B BIZHET ZIRE (IO—F v—2)

DECEEHE REREEOERATRETHLINEMIOVTHINT S

EREBVLERR2ERERN R TEDILHE T I LA TENL, DUT~LERT D, COBEIC
REBERIZEHOILASEFMICELNAETHS, [RBATTERTEN LI LIISSICE, ER~BEH S,
EEL. ZOBEICENTI2) RAEHRERESEHEL. RETEDIVDENHD, 4. CCTHREER
BAUMSUVRRICE, SO P ERERGEDL AMZIEEFHENEELL,

DEMNERAEEESEBESD

SN ARANESABELZE S 1 3 LERMICALELDTH S, YEENMODORELEETICE-
REETY. cOECOEEMSREREOLVERAZEI L LS BRNEMRE LT MR HONE,

CoTClE, FYEEMICHENGHBIEIEOISH . AHNEI>=OH. EEEROERIZOVTREDES
h BEMNICAGENREONMIE D, EENGEEIOTEELBREN TS,

|EELNT, @FE - FEAOFBANEFIE O LS ITiEh Thvizh, BLKERICEDL3ICHBESE
B REOCHEELSEICOVTEOLI M. SBRICBHARBLASI OV TERELARE LM HIHEAM
HEhd,

uJ:0>$#ﬁLOL\'cri,$ﬂu:‘.nb%&l:iéi'ea)iﬂﬁﬁﬁ"ﬁﬁl-aa)J:5l TENTLEMERESET S,

ERESAEZRSTE. ERBETHEE~ORE. TREFEDRMLEEI~OHE. FiREEEEER
HENDEE - ARRAATTEEONIONT, HHEOLHRODIL—NLIZH-STERTEEEENLD
noET3,

3NBREA~OHEA-IBE

LWAROIEEAS, QTEERAFLAT, BEIZEY . QAT I—E—LHEDQFERELHH>TEL, 3EHEN
T, AEThhE. QFEERY., EFNBEOREGE BRI DONGEKRCEENTS, BETEICEEL-
ECORESTMETLBR (LT ETLER)PEREHELGS L, 2hrtmmrh Thsiigdidhnid, 5
ThROhEIHH D, Ff-. thEODEMARRII K FHHE OB ENH RO TEHRET oY, kD KR
R TCERENEHALZYT L B Th FhiCEEE 85O DFA LI XRNHGA TN, WThOF
EChHN. IR OVTOREBEADEHEMHE, TATERSLEE - BESEHLTERIZYSfoTEL. %
DOER LICHDEFBRETRIEESHEL,

HFEEZDNT

BEBOERIE. RAAIZDWHOT A FS 1 (Bl 1S58 Al 3.

Ft-. OFIEEH - RERUOENGEH LGNSz TIR. BT 3 Sgicgit g hidaoti
FEELHEBETHI . OMEIELT. BEBLEORS. 2hORB-BEOSEREIZERTS.

SERZEER - WHEERCORAECGER
EFIOERREER - HEREARCHEVTE., OBRVILEOER . OFORA~OFH - HIEIZDNTH
Ehd, TRoIZOWT,. QBFRISTERT 5.

EEESOLERECTR - RE0HISADEE(I0—F¥—r3)
T-E&HEEE, 19D, I3)., 114)0)!.\@*1175\[:*1?‘6%0)&?5'9“

1)ﬁﬂ%&nﬁﬁtzﬁ—(i&iﬁ@ﬁi%ﬂJ?—mL_ RiE. %‘LrLJ%_ﬁ‘ SHRICEEDICBITARE
CoTlE D— M EPREGE=EFHH) THY . ERFMROHTHEShIZENEERTHD, TLT.
@E%"i.ﬂﬁL"_t'z'C%%@$ﬁ%’&§ﬁﬁ':‘d‘é:&ﬁfﬁ§?§)éﬁ\E: o TERAMICWHOA A FS A28

THCENEETHD.
NW|EBDIERE

ERIRSIZOWHOH A FSAwI2#T 5, FERSARDBSERELTERAZOERETTAREDTIERE
&of$m

- QREEY - REFHOTEMEH I LENCHZONTHE BT aRESRICEREFORMSHS.
QREIZIELT, BRFILEDERE. ThOBRH-REQHFETEICERT D,

NVEIZVGERSODLERS TR -RESHSEEORECR-Fr—+3)
M2HBEEITFR-REVNHLEEEET

DFREERB(RREL 52— 2 EEFGEHFRAFTOHIEANHRE. SRICREDICES T HAE

http://www jaam.jp/html/info/2009/info-20091119.htm 3 2011/10/19



EREHORELLICEHTHIAFHAERFROREIEICONT 4/8 R—

o TR OAMES L TEREMRUMMEH ERROHLAETHEOAS QRERBICLITEE
OFEFEHFREETDHICE. RRIMIZWHOH A F51 2> THEEETS.

NREEDERK
RRIEHZOWHON A FSA I # Y%, FERELS T HSERELTERRROBREMTIREOIX
BHHTELY,

- ORELHH - EEHEHOFFMERELEOSEITONTIE, AT 3RESRICRHORBAH S,
QBEIZELT. B EDiEE. FhoFH-EEOCSERLITERT 3.

RN~ EEARRERRIEIREDOER Y~
DNEEELZESZDNT

E4F. AEBITEDIZEIIODVLTERESh =70 RRICHSTLIELIEShh T AT EE DA T
. LWL BROBEN—ENIZFORYTH, B REOBREPLOHILLE. Shid BRI I1FRLT
NELWED T TOEGTEE RELERSEORRIIBHTEEZTHY. TORITHBH O/ \—hF—
Ll BEARDIRBELENTH D, FLT. AR ICHEFZHAECH-RBIZBO TR, COWHEOH
BROEBEOBRICELT . ETRLULICKELERFE . COZLF. —BRHTERICEAT, &3Mh5E0
BEMEFOTTIORGRERETLIERSEL., BRERICELIR LITES T EICEARETHLESS
TEH D,

ST, FOLSIERRIZH ST, FEBRAELS, HLLEFASEZEORTIZESRELNIT, BRITEE,
RiEEOBHOEREBFLTEL. FOERBLIZES . FE~ORAREER T EAROHLNBET
TS5, THiE., ThETLESSN, S omEBERICELWLWIEEfT2TER, TOERLIZRC o ETHhLH,
5, PlFYUFOEINTITIENIZEIC DAL, FoT, BRI &32, AEBEE R TE AT RN
L. SREAZRTHRIAEZLNIAHELS . EREOEREFITIELTOLILLOTHY. FORBEMH TV
EEBLNPL"ELZEREOLHIGE FFRTOLSITEHTHIEAROLND.

BN e

LREOIE CERRROBELLICEAT 2ELAOEEI OV, ETEEATHBRI I EES, BEOD
& ESEBHMEEMTEED. LB BYT LV — Az ASREHIERL TSR, FCT. T I FEERO
BREMREASHAERERSOREETILI I ECTEREG TGS EFEAFLTEREODEOYEREL
Foo HIE L, BEEROBERELGEII2NVTERETLEEMELIELITHEREERETHS.

BH. FECEHTH, F-EEFIZE-TEH, MBOKECESHThIE. TORERM (R EEEBT
CETRAL, WA, FhTEERICELZENRELTO BENSEELATIMICES, WTFhittk, B4
ORRIZFHAEEFRL. CHLNBOEBONIEROERRTHINL. TOEKRTEE-RIEHRNEEH
SRTIL— N EE—BEEL TS,

LAL., EEGERFRETE, di-5ELLThERBSETLMRIFESGENIECEANIE, BEILS
WCEFLFLERLTABENICTHRECHLICEFBET AL TESL, BB EICTEBLTH. FOLUF
HERENETNTNDILEHYES. LD, TOLITTREEOANRKEVNELSTERS LM ELAEL
Ly, 2FY, BAMGEELLTI7O0—Fr—M B TICTERFZESH TIENSLO00. ChIZBR F2THEHNA
TEZEVSITD TG BEICTEEEFBHREGLAVVESEHSS. EROESF AR TEHEEE
MEETVBIEFEMTHLON., FhTEE2TThl - THBTERLL F SR ELBYBLL, COKIETFT
EEEAH LD, TOLIZONTHEE - RERIZE L LR T IHRENHD.

NAERROHEIZEFTWLOER. BEURKEFITONT

LROERE. MEORFICEBELTEFORIFABESNIOT, CCTAREOHBECESELEVERL
FIZTDODTHRELTHEERL, Thid, CCEEEN TWA70—Fy—M U TORRERIL, BRTAEE
FEUAOLELERBEORS, SFYREICEET PR AZELERDEBRMTWLSENSCETHS. TD &
SHEEMODVWTEARAERFELGLITERTHN. FOLGESIITRICERFEELLTTOEFEESIC
BTN,

FIT, FOETREICEARE TIdR, 70—Fv— M CHREALEFL—T =2 AZL0 . FOERL
FHELTEEICEELDIZ DT, CoTOREDHRELY . Tho i o0—F vy~ L TORETH
%o FHHZEBEHENTFESATOT. FThIZLDIEEIZONTE, TOFFRRFEHELTBHEONRET
AETHLHEVIBIRGERETCENH-T. FAOHBEANREEZSCHRICKOVELB#ETEELECEE
BaThsd. BRICERT HEMEANEICONT, FRECRIMAKEDBTFHEEETLOHTH D, [EEME
NEOBRRIIENT. EOEELEIFLENRAVRALBEL T, 2h0LLERICLELEWBE LBES
Ly,

BLEIZEY, 2A—Fy—RAZBHRBRAORBEIZDOLTIE. BN BHERI OG5, YERHRS
WA, R FE - EREIOENWEES R RT S LA THhAT R Y. RARERIIH DM, ThizToln

hitp://www jaam jp/html/info/2009/info-20091119.htm |, 2011/10/19



EREROAELL ICHTIBARAMAEESDREEIEINZDONT 5/8 R—

TIZH#M B R IO~@ESRENF BRYBLIZTESH, BERNICERTHOPICE " HRICLHILE"
AEFFERTOBETHLN, HoT. EREICFFHAEZRSORENRTERICTEICHHATHILSE
AROENEDTHLT. TORIC, BF. FIFLEDRSNEDQLIIZERT DO FFLAVLMIDNTI
OEALBNTRERBLLTREETHECATIREN,

HFEEDH
E2IXEEHN, RENCELOERSBEMICITO T, TLT, Tz R ITREES HEEROK
B SMOERICH DTS, COFECENEE . REoALEHLIMTORONIERTOLOTHS,
ELEDRSIZEY, BADRELZORBICOVTESITEBTIENTELILDEERS, "EREDE
#LTREORICEESNEN EROHM "R EMRYVIES. 20085108 | IS REEID LD
[CLTCZREREESh DD EBBINFETCHS.

—RHEZABFHEEFE RKREBEF BF %
PRTAHREROERRAEFOEYARFFIERS
ZARE HE #®
BIEER HARE—H
BIERE & BWE
%8 BHE Bt
£R ol -
] BE W
£8 Big R
£R BE =

] o =
RITTREERREER fFiEL K/ TEHR
#®ik-AB-IEEESEERT #E%LE PR BS
FUREE R BHA iy == - VI

DUSABEEREED #EL Hwbl BER

FEERREBOREIO—Fv—R
<E>

BEEZEEEHOMRIO—Fv—

http://www.jaam.jp/html/info/2009/info-20091119.htm v 2011/10/19



ERFEHOREGEICETAHEARABAEESOREE |ITONT 6/8 R—

) ( s=saxz ) |
G 1-1)2)

(iﬁt Lﬁ) #wE (2 DO

At 7R =
FEE EfRTSERE
RM (EBSH

)

ERBEH -2T2E

ENTL¥EESR
ERTLEEE
SEE

FERBERTHEVNMGEIZX
FIERPEEDHD

FRRRERR)
RAATBE

iR Ay L
20—Fp—hzA

ERESNER AR
(NP EAE L R )
DR EAE

"_ T 2 A T R SN A v
ERTeTHE-NREZAS
(EH) 1-4)

EXIZED

5EFERREROANEIO—Fv—b2
<E>

. ETHEREGS IR EICETARE

http://www.jaam jp/html/info/2009/info-20091119.htm §, 2011/10/19



ERFSHORAELGLEICHTHIAERMAEESDREIENZDONT 7/8 R~

{ ste~omB -3

A
ETFNRRLE
I-3)&H NO s
f —— BN nmesm SRIEL
\ REORBRLGLE
» z
EEARMAERE AR I-2)

7 ERnseR-ARSAS

(5 SR ERT S EE- R A)

BHEMIEE

"
i i
it

J ~ERELBARKEORMOERERMT ST~

- R OEM AT 4 T2 —, OPA{CHficn of Prtiont Advocacy} SEEKE)
BAMEESTER
e [ - R RN - AT R

A=z

(’ TAIENIG

EXIZES

HEERREBRORETIO—F v—13

<E>
BEFVLEREICTR-RENHLBEORE

http://www.jaam.jp/html/info/2009/info-20091119.htm 7 2011/10/19



EREMROFHEGLEICEHIIEFHAEFROREIEIIONT 8/8 "—<

( TR 25 )

(m) (m)

1815 £))
;-3

|=&at @D
WHO HAFFA (Bl F = h= )

I-2) |EN=HE EROEMRELE2EEL (AXERN)

|
||
V
B RECVDLEMREICTR-REBSHIPSORE

W-1) FREESRM(RRtyS—) (EEHFHICHER)

iz A EAD
) +i
N-2) BER-NE-EXOMERE L3655 (AT B
AXIZTES
OV EDRIDEEA

© Japanese Association for Acute Medicine

http://www_jaam jp/html/info/2009/info-20091119.htm ¥ 2011/10/19



* WHO DRAFT GUIDELINES FOR
~ ADVERSE EVENT REPORTING
~ AND LEARNING SYSTEMS




TABIE OF CONTENTS

T.INTRODUCTION. ittt ittt enanaetscssssacosancnnns 7
Purposes of reporting .. ... i 7
ObJECHVES. . ..t i i i e 7
Definitions . ... ... e 8
Why should individuals or health-care organizations report adverse

events and errors?. . .. ... s 9
COre CONCEPES. . ¢ ot i et e e e s 10
Organization of the Guidelines .............. ... ... ... ... 10
2. THE ROLE OF REPORTING IN ENHANCING PATIENT SAFETY. ... 12
The purpose of reporting adverse events and errors .. ............ 12
Methods of learning from reporting. . ........ ... ... ... ... 12
Accountability. .. ... . 15
3. COMPONENTS OF A REPORTING SYSTEM ...........coun... 16
Typesof systems . .. ... ... ... 16
PrOCESS . . oot e s 19
Classification. . ... ... . i e i 22
Analysis. .. .. e e 26
4. ALTERNATIVE SOURCES OF INFORMATION
FORPATIENT SAFETY ... ..ot i it ciraanes 30
Internal alternative sources of safety information ................ 30 &
External alternative sources of safety information. . .............. 34 PH
5. NATIONAL REPORTING SYSTEMS. . - o« v e eeeeeeeaannnnns 37 b
Types of patient safety reporting systems . ..................... 38 v
Private and non-government initiated systems . ................. 44 =
6. CHARACTERISTICS OF SUCCESSFUL REPORTING SYSTEMS . ... 49
a8
7. REQUIREMENTS FOR A NATIONAL ADVERSE EVENT REPORTING =y
AND LEARNING SYSTEM. . ... ci ittt it iia i i i ne e inas 53 ‘
Objectives. . . ... o e 53
. f
Capacitytorespond . ........... .o i 54
SECUIILY TS5UES. . o v vttt e e e e e a e 56 a3
8. RECOMMENDATIONS TO WHO MEMBER STATES . . . .......... 58 :
APPENDIX 1 ';
EXCERPT FROM INSTITUTE OF MEDICINE REPORT TO ERR IS ' m
HUMAN. © ¢ ettt ettt e eeeataeeteenenannnnnns 59 |
APPENDIX 2 o
CHECKLIST FOR DEVELOPING A REPORTING SYSTEM . .. .. .... 75 j%%

WHO Drarr Guioeunes ror Aoversz EVENT ReportinG AND LERRNING SysTems

{0
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Key messages

A successful reporting and learning system to enhance patient safety should
have the fellowing characteristics:

* reporting is safe for the individuals who report;
= reporting leads to a constructive response;

* expertise and adequate financial resources are available to allow for
meaningful analysis of reports;

= the reporting system must be capable of disseminating information on
hazards and recommendations for changes.

The ultimate measure of the success of a reporting system is whether the informa
tion it yields is used appropriately to improve patient safety. How that is done varies
greatly according to the aims of its sponsor. While both learning and accountability
systems seek to improve learning from mistakes, the fiduciary objectives of the latter
impose an additional constraint: satisfying the public’s interest in making sure that
known mechanisms for injury prevention are being used (rules and safe practices)
and that new hazards are promptly addressed when they are uncovered. This may
require some departure from the following concepis, particularly regarding confi
dentiality and independence.

Successful patient safety reporting systems have the following characteristics:
» reporting must be safe for the individuals who report;

» reporting is only of value if it leads to a constructive response, and
meaningful analysis;

* learning requires expertise and adequate financial resources. The agency
that receives reports must be capable of disseminating information and
making recommendations for changes, and informing the development of
solutions.

Table One lists the characteristics that have been identified by various authors
as essential to the success of any reporting systems concerned with patient safety
(1-4). Many of these characteristics are derived from long experience both in health
care (for example, the Institute for Safe Medication Practice) and in other industries,
particularly aviation. These essential characteristics are discussed below.
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Non-punitive. The most important characteristic for success of a patient safety
reporting system is that it must be non-punitive. Neither reporters nor others
involved in the incidents can be punished as a result of reporting. For public sys-
temns, this requirement is the most difficult to achieve, since the public often assumes
an individual is to blame, and there can be strong pressure to punish the “culprit”.
While perhaps temporarily emotionally satisfying, this approach is doomed to fail.
People will not report any errors they can hide, [t is important for national systerns
to protect reporters from blame. The best way to do this is by keeping the reports
confidential.

Confidential. The identities of the patient and reporter must never be revealed to any
third party. At the institutional level, confidentiality also refers to not making public
specific information that can be used in litigation. Although, historically, breach of
confidentiality has not been a problem in public or private systems, concern about
disclosure is a major factor inhibiting reporting for many voluntary reporting pro-
grammes (5).

Independent. The reporting system must be independent of any authority with
the power to punish the reporter or organization with a stake in the outcome.
Maintaining a “firewall” between the reporting agency and the disciplinary agency
in a governmental system can be difficult, but it is essential if trust in reporting is to
be maintained.

Expert analysis. Reports must be evaluated by experts who understand the clinical
circumstances under which the incidents occur and who are trained to recognize
underlying systems causes. While it seems obvious that collecting data and not ana-
lysing it is of little value, the most common failure of governmentally run reporting
systems is {o require reporting but not to provide the resources needed to analyse
the reports. Huge numbers of reports are collected only to sit in boxes or on com-
puters. Expertise is a major, and essential, resource requirement for any reporting
system.

Credible. The combination of independence and the use of content experts for
analysis is necessary if recommendations are to be accepted and acted upon.

Timely. Reports must be analysed without delay, and recommendations must be
promptly disseminated to those who need to know. When serious hazards are
identified, notification should take place rapidly. For example, the Institute for Safe
Medication Practice issues prompt alerts through its regular publication when new
hazards in drugs are discovered.

Systems-oriented. Recommendations should focus on changes in systems, proc-
esses or products, rather than being targeted at individual performance. This is a
cardinal principle of safety that must be reinforced by the nature of recommenda-
tions that come from any reporting system. [t is based on the concept that even an
apparently egregious individual error results from systems defects, and will recur
with another person at another time if those systems defects are not remedied.

[2-




Responsive. For recommendations to result in widespread systems changes, the
organization receiving reports must be capable of making and disseminating effec
tive recommendations, and target organizations must make a commitment to
implement recommendations. A good example is the National Reporting and
Learning System in England and Wales which allows the National Patient Safety

Agency to deveiop new so]utlons that are disseminated throughout the system.

Reporters are free from fear of retaliation against them
4| selves or punishment of others as a result of reporting.

The identities of the patient, reporter, and institution are
| never revealed.

| The reporting system is independent of any authority
with power to punish the reporter or the organization.

Reports are evaluated by experis who understand the
clinical circumstances and are trained to recognize un
derlying systems causes.

Reports are analysed promptly and recommendations
are rapidly disseminated to those who need to know, es
pecially when serious hazards are identified.

Recommendations focus on changes in systems, process
{ es, or products, rather than being targeted at individual
performance.

The agency that receives reporis is capable of dissemi
nating recommendations. Parlicipating organizations
H commit to implementing recommendations whenever

% ® mechanisms for setting

: * 3 just system which caters for

Several of these characteristics are
included among the attributes that
Runciman has proposed for national
reporting and learning systems (6):

* an independent organization
to coordinate patient safety
surveillance;

* agreed frameworks for patient
safety and surveillance systems;

= common, agreed standards and
terminology;

* a single, clinically useful

classification for things that go
wrong in health care;

* a national repository for
information covering all of
health care from all available
sources;

priorities at local, national and
international levels;

the rights of patients, society,

" and health-care pra&tnhohérs and facilities;
* separate processes for accountability and “systems learnings”;
» the right to anonymity and legal privilege for reporters;

» systerns for rapid feedback and evidence of action;

» mechanisms for involving and informing all stakeholders.
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THE WORLD MEDICAL ASSOCIATION, INC.
DECLARATION OF SEQUL

ON
PROFESSIONAL AUTONOMY AND CLINICAL INDEPENDENCE

Adopted by the WMA General Assembly, Seoul, Korea, October 2008

The World Medical Associatton, having explored the importance of professional autonomy and
physician clinical independence, hereby adopts the following principles:

L

The central element of professtonal autonomy and clinical independence is the assurance that
individual physicians have the freedom to exercise their professional judgment in the care and
treatment of their patients without undue influence by outside parties or individuals.

Medicine is a highly complex art and science. Through lengthy training and experience,
physicians become medical experts and healers. Whereas patients have the right to decide to a
large extent which medical interventions they will undergo, they expect their physicians to be
free to make clinically appropriate recommendations.

Although physicians recognize that they must take info account the structure of the health
system and available resources, unreasonable restraints on clinical independence imposed by
governments and administrators are not in the best interests of patients, not least because they
can damage the trust which is an essential component of the patient—physician relationship.

Hospital administrators and third-party payers may consider physician professional autonomy to
be incompatible with prudent management of health care costs. However, the restraints that
administrators and third-party payers attempt to place on clinical independence may not be in
the best interests of patients. Furthermore, restraints on the ability of physicians to refuse
demands by patients or their families for inappropriate medical services are not in the best
interests of either patients or society.

The World Medical Association reaffirms the importance of professional autonomy and clinical
independence not only as an essential component of high quality medical care and therefore a
benefit to the patient that must be preserved, but also as an essential principle of medical
professionalism. The World Medical Association therefore re-dedicates itself to maintaining and
assuring the continuation of professional autonomy and clinical independence m the care of patients.
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