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i B&BX B8 ( Strategic Alliance )

& EETAEWR BRI R 35
1 EFXZEE ( Customer Relationship Management , CRM ) AR EEE .t ER
o 2HEARER ( Total Quality Management , TQM ) BREE

3 BE4HS ( Customer Segmentation ) iR

4 4\& ( Outsourcing ) EHRK. B

5 b #vEEh ( Core Capability of Enterprise )

6 R EHE ( Supply Chain Management , SCM )

7 H BRI ( Strategic Planning ) Wi B SR

8 W55 # B A& ( Business Process Reengineering , BPR ) BIAEIA

9 HIRE®E ( Knowledge Management , KM ) KE

10 ERHBAMERP (Mission and Vision )

11 F#i249F ( Balanced Score Card , BSC) ARG E R

10 FLSHEEE (Work Oriented Management) SOP

13 ‘BIWEEE (loyalty Management) Bk 0 5

14 EHED (60) Ra®™, XBREFEE
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¥4 ( EA ) 8 ( Benchmarking management )

FEE®EITH ( Change Management )

W< 5 B% ( Growth Strategies )

255 M} in{E B {E 2 47 ( Economic Value Added , EVA )
ML {LEE ( Price Optimization Models )

FF 1% v 3% 8l 37 (Open Market Innovation)

HHEE S ( Mass Customization , MC )
ERIREMRAKITR ( Scenario Planning )

HBHZE (Overseas Management)

BEE (5sBEXE)

Reporting and Learning Systems (RLS)

SWOTZ #T% ( Strength,Weakness,Opportunity, Threat)
AR BIR S ( Cooperation Identity System)
5W2H(Why,when,where,who,what,How,How much)

Risk-based Decision
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Reporting and Learning Systems
(RLS)

O The ability to learn from adverse events and near misses is a
cornerstone for improving safety in different high-risk areas,

such as the aviation and oil industries.

O Commercial passenger aviation has become extremely safe

partly due to extensive use(RLS).



RLS iz TE AR N

Adverse events and near misses were analyzed by an independent

organization with enough competence :

O The agency that receives reports must be capable of disseminating

information.
O Feedback to the reporter was given in a timely manner.

O Making recommendations for changes, informing the development of

solutions and given the suggestions on how to improve the system.

O The healthcare system is open for suggestions for system.



WHO guideline on RLS

The fundamental role of patient safety reporting systems is to enhance patient safety

by learning from failures of the healthcare system ( MNEEIRHF] )

Reporting must be safe. Individuals who report incidents must not be punished or
suffer other ill effects from reporting. The system is non-punitive. ( @ =R LETFTRE
e

Reporting is of value only if it leads to a constructive response.

v' At a minimum, this entails feedback of findings from data analysis ( R BB L THNE RN XK
o) (FRBESIENEFEEIBEIFEN)
v ldeally, it also includes recommendations for changes in healthcare procedures and systems
(FREREEFNERNEWNIER )
Meaningful analysis, learning, and dissemination of lessons learned require expertise
and other human and financial resources. The agency that receives reports must be
capable of disseminating information, making recommendations for changes, and
informing the development of solutions. ( B BEK S M )



The first hemovigilance in France has a wider scope
and in this respect may be more similar to a quality

registry than a traditional RLS.




RLS in Medicine

Pharmacovigilance focus on reporting only new or very serious complications

Biovigilance (reporting systems for cells and tissues) focus on product-related

problems.

HV is a recent development in transfusion safety and has a wider scope and in this

respect may be more similar to a quality registry than a traditional RLS.

Gain information from the investigations and data from donation to transfusion.
Identify trends in adverse reactions and events

Target areas for corrective and preventive actions, ,raise awareness of transfusion hazards,

minimize the potential risks

Assist in the formulation of guidelines, and improve standards, systems and quality of the

entire process in practice
Stimulate research

Be an early warning of new thing



2003 CoE (European Blood
* B FE R GRWCER M v i) oot SRR A i PRV 7 LA Hh R A2 Y AT TR AN AN \T

Safety Directive) FEA B R RS B — &5 R

*HV is defined as surveillance procedures covering the whole transfusion chain,

2009-now: International HV from collection of blood and its components to follow-up of recipients, intended

Network, IHN

to collect and assess information on unexpected or undesirable effects resulting
from the therapeutic use of labile blood products and to prevent their

occurrence or recurrence

*A set of surveillance procedures covering the whole transfusion chain from the
ISBT-WP Hemovigilance collection of blood and its components to the follow-up of recipients, intended
Definition to collect and assess information on unexpected or undesirable transfusion

effects to prevent their occurrence or recurrence.

P — s *HV is required to identify and prevent occurrence or recurrence of transfusion related unwanted
WHO Hémovigilance Definition , . - . . .
events, to increase the safety, efficacy and efficiency of blood transfusion, covering all activities of
the transfusion chain from donor to recipient.
*The system should include monitoring, identification, reporting, investigation and analysis of

adverse events near-misses and reactions related to transfusion and manufacturing.



Haemovigilance

HV 2 BEE BN R maE B NEKEIERN , NI EIZOEN —RIEFRENERF ; B
ek, #Wn/ B ( Adverse reaction, AR ) £ 3T RS ( Adverse event, AE ) 31T
ENRsIE, BE, 2MARE , U EXENBRRENIREN RS, % & EE
mABRITHZE ( markersrates of TTIDs, RR) . #WMMRS. WKRHE, KEE,
ZRaa, FANEGIERESR.

L FES D09ESE 315E$ 24 = 11l

» g REMME 4=
e, ORHE. IR B A T E\Haemovigilance[J]. F1 B4 &, 2015, 28 (9) : 1154-1158.

H aan ovigilance BY & & IWAK A2 BB
L3

H aem ov i ilance — i 5z F- ] T~ 4 ik 1 4% % I A R, B 20054, PR N S 2R AL 302 . 2 F
RSN R AIAH OGN, AEEA A NGB NME Ok EHNBUT RECH & E & 1E, 2004 SR REH] 20
T R 45, OF ekt K B F i = AE AR . i B, EHN & LI 3 K< 3 i Haenovigt
B AN R R BT A R A . 20034F lancei® X, J )53 T H aemovigihnee T{E 1 F2 (1) bR
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£, Ko B
21, KoM, m3REmR : neEX

O #EXRI2EE ( stakeholders ) :

blood transfusion service

hospital clinical staff and transfusion laboratories
hospital transfusion committees

regulatory agency

national health authorities

O #biFSEHE

Local : BJ
National

Regional : EHN
International: ISBT

Global: WHO
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BmE : WEMmEEEMmMER, BMkNER , 7N EIMEVRHGERER ; #i

ABRRITIRFEHSE

MR m : £ T2\ INNMERERS ZEEE | TR ZERXKE

MRFIMBEMRER ( BARMMNER )  BESEKSERM” , 1744 1EK5% 0

y=prd: O €= SS9 ol n el

ZmE: WERORNES , "k}WEﬁTJJIIIEJJiF“ ARERSXNTERMMEHS , W

SHOTXRE: , #ZEMNMARMMEIR N , BEERPRENLMEBRFHRE, BN

FRE RN AT MEGKRER |, W FmEIOEMR (ZERIALFE R
KN EBRNARERSTFINTERCEPT |, £ TRE RS REMRAMLN )

RENEITME, THNRRZE (ME )., W, ROEAZSHREFER , FETREB

SMMIEEXRAESTRONE ; IGREESEEmmMmEMR |, BETTRALIBWRERS

HERSERF. MEXRSF , TR T ROEHEEFNE

MBI KEEAR , MmAXRNERET, FER HBESERE, FhH



Haemovigilance TTF2 5

HVE—NKRE, FAATNMEanEsENRREEERRE,

OFBREHRE (RISROBEHELN )

QIBEMHIR , EBRFELNIER , HBRE—BRER (BER—EERS)
QBRBEESHXEFMER , BicHsE

@AM RAEHWENES , BHRBE

ORANAGANERIM AL ERE , BFS K, FEREMAB W ;
OREFRAJBRARENFTRRSH , ANGEBIEENGE , MISHOTHEEAR toolkit

ORI A TEBRELENBREZENTEME., HECSA BN TILERHWrisk matrixm &
prospective risk assessment , I JLF% S # MM ( pediatric emergency ) 3 A Healthcare
Failure Mode and Effect Analysis (HFMEA) 5% 4T , Si&EUK Civil Aviation Authority#y

Bowtie method #prospective analysis

RBERNEFEBUGR , BN WMEN LERE , BT TRRFENERERZRE , &
hilfs (SHBEREWME , ERRAEF )

OREMNMERT , BRI RETENFA , FEEZETENY EHEXERERNFMPACD



History and Current Status of

Haemovigilance

IR D5 A TR



Haemovigilance & /R 5 52

1991 : EF X UREH , pioneer work on HV started in France

1992 : EE S —ANE I MR K18 R 4 Centre National d’Hémovigilance

1993 : Agence Francaise du Sang (loi du 04.01.93)F A ER B EF N LIk & &
EEMEIL100% Ry MR BFEAE , et R HIFRAIHV E X

1994: Organisation de I'hémovigilancefX i ( le décret 94-68 du 24.01.1994 )
19950602 : BUNEEHEH RN NHGERRELHELN#HXHY , 2ZELRE , RIEMIK
ZE

1995 : ISBT Venice 5K X K& (4thEUM) B IRHE LR T HV #HFiF 2 “Haemovigilance

procedures in Transfusion Medicine”{2 HHV R AR EEE N — 5



Haemovigilance &R 552

O 1996 : RREEE 5l &£ Adare, Ireland B FF 1IE X Ep+ 2 & 1 “Blood Safety and Self-
Sufficiency: an Agenda for the European Community” #EHV 2RI MRZ £ MBE
FHRHEMN TR Z —o

O 1996 : EEE TIGRMmMmA —Imifse , FRAASHOT ( Serious Hazards of
transfusion ) REEHEB LRBMKR ME R

O 1997 : EZERREZEBFERMMHVIATS , BFEEZERER BT E_BERMHV
Wit <.

O 1998 : kkFet, ZEH. FHRE. W=Z=NE&E T 1 E4HBKEHN ( European
Haemovigilance Network ) « BEMIERRAEZ A :

vV —RHEEER
v ZR 058 NS R M EE
v ZRRHEEE

v M REREE I EIES



Haemovigilance & /R 5 52

O 1999 : EHNFF @ T www.ehn-org.netMIt TR LR T/ , HEXBIN2ERES
( Rapid alert system , RAS ) RSIRERRP, WHFRE—FKMD MmEHI
iR MEFEM ., B, AR HIEEE |, iR E AW R EE MR
Vo 1999-20055F |, 1RIER M B4 & £ 302

O 1999 : BMZE R £ &% T HV networkY AT 1T M 3R & (the Haeman Report)

O 2000/2001: the 3rd and 4th European Seminars on HV systems (voluntary or
compulsory), the required data types(blood donors, usage of blood
components or also plasma derivatives), definitions, materio-vigilance, RAS

and website


http://www.ehn-org.net/

HVEZRAE

O 2001 : BREABEHREBMMR NEE , SAFEmnERNRSES
RNE3N0F , FER N HE234]

O 20030127 : BX M & i & (European Commission)-Directive
2002/98/EC 17f 1& 1T Directive 2001/83/EC. L33. &l £, &
Article 1529 R HZRNERFMERME L XENTET
BE#, ETFIt , ®KEE (European Union , EU)REBEE E
Blood Safety Directives I %, 7 BUMAY E REHEHV



HVE R $E

2004 : ISBTEXIL T WP-HV,[RIENHE [E B 32 Working Group on Complications
Related to Blood Donation (DOCO) , B3 THVARAE{L T/E , ARUMIMKRIES
RY 3K hE & E Bl

2004 : ISBTETEX 2 LBIRMEXR T EMMKR A , ISBT-HV-WPREFT
BB MY RE T/

20050930 : European Commission-Directive 2005/61/EC ZE >R 3£ J&
European Parliament-Directive 2002/98/ECH traceability requirements and

notification of serious adverse reactions and events (Text with EEA

relevance)

2005 : ISBTHHE X AR TRk MR ME L., 2K M2KFRER EIL



HVE R $E

O 2006 : BXMZE R & (European Commission)fE2003F12005 F &3 #) — R 5| MK ¥
+ ( EU Blood Safety Directives ) BWEA £ |, SZEFIERREBEZERKEHY, HE
HEEFERLRTFEROREN , KNRANMAEEREMHEZTSHHX |, XLt
SEERNHVA RS HEEE T &R/,

» The key role of HV in blood transfusion safety is reflected in the EU Blood
Directive 2002/98/EC.26

» The technical details are further laid down in the so-called daughter
directives:

v' 2004/33/EC (Directive on donations, donors, and blood components);
v' 2005/61/EC (Directive on traceability and notification—HV) ;

v' 2005/62/EC (Directive on a quality management system).
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O 20065 9A : MEFERBTTRIE29/E EHErf M K2 E#EERMNISBT-WP R Hi #Y sk I
RNEN, 2RMOMIRE. RFRNHVRSES,. fibs. RN RMLEN S —FR
HEL, AR SFSEEABELAEN AR EHTE—F

O 2006%F : EEBXBIHVHNEZNEA

O 20076 A9-118 : WHOZE il £ K Ottawa & FF & & £ & i1 & Universal Access to
Safe Blood TransfusionffilE] , £ FEQEREHNEILKHVHEN , B3 THVH
EXRESIHF, FHHVERMMEXRT RSN (AE) MmmMmKk A (AR ) FBRZERS ,
SFEWEMN, RE, wE. FAESDH. Urges Member States “to ensure the reliability
of mechanisms for reporting serious or unexpected adverse reactions to blood and
plasma donation and to the receipt of blood components and plasma-derived

medicinal products, including TTI”
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O 200802 : The EHN Established Database for the Surveillance of Adverse
Reactions and Events in Donors and Recipients of Blood Components (ISTARE)
and capture the aggregated data on transfusion adverse reactions, errors, and

failures as well as donor adverse reactions,

O 2008 : ISBT WP-HVHEHN , £ A3 50 IAKIAY & 3SR i S RIRY 29 SR 2 M AR AR &L
fit £, 5 STANDARD FOR SURVEILLANCE OF COMPLICATIONS RELATED
TO BLOOD DONATION , & J& 5% #E pak I [ B B9 I BT 4 o o



2009 :

7E 1998 % 57 B9 EHN ( European Haemovigilance Network ) & fii b B 37 IHN

(International Haemovigilance Network, www.ihn-org.com) , €REUEZKEARS
i, BEIE 29NN E R,

Australia
Austria
Belgium
Brazile
Canada
Croatia
Denmark
Finland
France
Germany
Greece
Iceland
Ireland

ltaly

Japan

IHN AL 5/ &=

Luxembourg

Malta
Netherlands

Norway

New Zealand
Portugal
Singapore
Slovenia
South Africa
Spain
Sweden
Switzerland
UK

USA


http://www.ihn-org.com/national-international-haemovigilance-systems/belgium/
http://www.ihn-org.com/national-international-haemovigilance-systems/canada/
http://www.ihn-org.com/national-international-haemovigilance-systems/croatia/
http://www.ihn-org.com/national-international-haemovigilance-systems/denmark/
http://www.ihn-org.com/national-international-haemovigilance-systems/finland/
http://www.ihn-org.com/national-international-haemovigilance-systems/france/
http://www.ihn-org.com/national-international-haemovigilance-systems/germany/
http://www.ihn-org.com/national-international-haemovigilance-systems/greece/
http://www.ihn-org.com/national-international-haemovigilance-systems/iceland/
http://www.ihn-org.com/national-international-haemovigilance-systems/ireland/
http://www.ihn-org.com/national-international-haemovigilance-systems/italy/
http://www.ihn-org.com/national-international-haemovigilance-systems/luxembourg/
http://www.ihn-org.com/national-international-haemovigilance-systems/malta/
http://www.ihn-org.com/national-international-haemovigilance-systems/netherlands/
http://www.ihn-org.com/national-international-haemovigilance-systems/norway/
http://www.ihn-org.com/national-international-haemovigilance-systems/portugal/
http://www.ihn-org.com/national-international-haemovigilance-systems/slovenia/
http://www.ihn-org.com/national-international-haemovigilance-systems/south-africa/
http://www.ihn-org.com/national-international-haemovigilance-systems/spain/
http://www.ihn-org.com/national-international-haemovigilance-systems/sweden/
http://www.ihn-org.com/national-international-haemovigilance-systems/switzerland/
http://www.ihn-org.com/national-international-haemovigilance-systems/uk/
http://www.ihn-org.com/national-international-haemovigilance-systems/usa/
http://www.ihn-org.com/

IHN: What we do

¢ EVYHAMETFAEHNR B W{EH
O —RRAEZBEEZEEFEERR ( exchange of importance information )
O —ERAEZERNSXREED (a swiftly functioning alarm or warning system )
O

= 22D ERFITS (international scientific semin ) #IERIEE X ( developing
definitions ) , D MEIEA FXI#5 ( benchmarking ) &EHL |, F2023FHISEF 525
J&IHN Seminar

O MEBEIKRESHEMEIEY , IHEEHVHNEIERE
€ Much progress has been achieved in haemovigilance over the past 20 years,

but there is still a lot to do



IHN |

International
Haemovigilance
Network

VISION

Health services around the world

will have effective HV systems in place

MISSION

To promote HV internationally to improve outcomes
for donors and patients

To support HV systems worldwide

To be the leading international HV resource

Strategic goals:

1. Promote appropriate,
consistent and effective
data collection &
validation, analysis and
recommendations

2. Develop innovative
short- and longer-term
HV outcome measures

3. Develop objective
indicators for
demonstrating the
effectiveness of HV

IHN shall be a financially sustainable organisation
The governance structure shall be aligned to pursue IHN’s mission and meet its strategic goals

Strategic goals:

4. Be a forum for
networking/exchange
for HV professionals

5. Have an effective
engagement strategy
for the various HV
stakeholder communities

Strategic goals:

6. Be the global source
and advocate of
best definitions and
analytic systems for
donation and transfusion-
related adverse events

7. Fulfill educational needs
of members and other

stakeholder groups
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O 2010 : World Health Assembly Resolution WHAG3.12 on ‘Availability, safety and
quality of blood products’- “to develop a global haemovigilance, surveillance and
alert network, which would provide a platform to countries for sharing key
information on blood safety and availability issues and build a timely response in

addressing emerging threats.”

O 201107 : ISBTWP-HVE E L EBHVHWEZK F |  SE6FENHY , Ak
STANDARD DEFINITIONS FOR NON INFECTIOUS ADVERSE TRANSFUSION
REACTIONSHi Iz NI 75 KNS RIvr A | &R 5% XE 5 00 52 B2 BY 3 BT AR AE o



(@ World Health
V‘@M Organization LIESNSEY

Global Consultation on Haemovigilance
20-22 November 2012, Dubai, United Arab Emirates

HVER &

0O 20121220: WHOBEX & United Arab Emirates, IHNFIISBT , EF £KkHVZ#H S ,

150 participants from 47 countries,

* European Directorate for the Quality of

* Developing developed countries, Medicines European Commission,

* including those with established United States Centers for Disease Control and
systems (different models of Prevention,
haemovigilance systems will be .

highlighted) and

Africa Society for Blood Transfusion,

. Latin American Association of Transfusion

. those with plans to start Medicine.

haemovigilance. * Asia Pacific Blood Network,
* Arab Society of Blood Transfusion Services,
* International Society of Surgery,

« Safe Blood for African Foundation,

* South Asian Association of Transfusion Medicine



HV3RI5 5=

O 2012 : WHO ERHViT{Etr/E
v International level-WHO,IHN,ISBT
v' Regional
v" National level
v" Local
v Hospital/Institutional level

v' Blood transfusion services
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O 2014 : ISBT., IHN#laaBB WHO published guidance on establishing
national HV-User guide for navigating resources on stepwise
implementation of HV systems. User guide established the principles
and provides examples of basic tools to get start, such as the Deming

cycle for continuous improvement(Plan, Do, Check, Act)
O 201407 CIEfERMRmM R NAFERE ) FhliEXmRmRET 78T

O 20141211 : ISBT-WP-HV . EHN # aaBB ¥ # T STANDARD FOR

SURVEILLANCE OF COMPLICATIONS RELATED TO BLOOD
DONATION.
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O 2015:WHO ExRHV& &3
O 2016 : WHO published guidance on establishing national HV-User

guide for navigating resources on stepwise implementation of HV
systems. User guide established the principles and provides examples of
basic tools to get start, such as the Deming cycle for continuous

improvement(Plan, Do, Check, Act)

O 202002 : WHO published the Action frame work to advance universal
access to safe, effective and quality assured blood product 2020-2023.
(effective surveillance, HV and pharmacovigilance, supported by

comprehensive and accurate data collection system)
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XKEHVARREE

O 2002 : Rttt XmmMEEH TS , BRI ARNIREOREESTERS

O 20030127 A Em MM 2EPBEETHLE R P OL—EFIRIZMKRAIREHR
RRMBERERS ( Haemovigilance ) ” ‘MR E RS BILFERE L
REFHWERNEXENPWAREMERLZEMBEINEERERSE. BE
ARSHREHEA TR ( WE2001FEZ7TREONMBK D FM4 ) , FIUEM
ERENNBEH—BINNE, BEixrz2L , BEELE,

O 20070312 : B4 EPEZ T A B /02 3% 3R & -From Hemovigilance

to Biovigilance


J:/Qiu Yan/Experter and exchange/Haemovigilance/default.asp

REHVERHERE

O 2009'HV%5Eig/\ﬁﬂﬁlﬁ%ﬂﬂM*@JﬁEH*@% MBI & E 2 & p — RIERENREF

WXk, Wik B ( Adverse reaction, AR ) Ml&£X BT BEEH ( Adverse event,

AE) THEMRBKE, BAE, 2WARE , UM EREFNBERXREN IR SN R

Gt WREIEMABRITIHF (markers rates of TTIDs, RR ) , ®WMMARS . I@KR%HF
ERE, BOZER, EFANEMIERESR,

IEHEES D094E 31EE 21 = 111

* w4 E 4= -

H aam ovigilance & RBIIK AR
EREE,

H aam ov e ilance — 7] f - H] T 5 A W5 5 1 A~ W, &3 20055, tRiER W F Ok A 30i2. ZAE
HSN RS CHES), EEN A NG BE N ok EHNEUST RIRCH & B A 1E, 2004 2 REE] 20
TiE R G, R KA B Em =AM AR . AR B, BHN B LR B A <38 Haanovigh
BN R BT ES RN %, 20034 lancei® X, HJE 30 T H aanovigihnee T {E i FE (1 5



REHVAE#HE
20-22 , Sep.2012 : HV in China, WHO Global
Consultant on HV

3.3  Haemovigilance in Republic of China = Dr J Dandan

China has a population of 1.3 billion in 32 provinces, with 439 blood transfusion services There
is currently no integrated haemovigilance programme but several mechanisms are in place for
monitoring blood quality and adverse reactions to transfusion. The Blood System framework
consists of central government which oversees the provinces, the Red Cross society and the
Ministry of Health (MOH). The role of the MOH is to set up legal systems, technical standards
and procedures. Since 1999 it has managed blood services, collected and analysed data and set
up quality control. The Blood Transfusion Service is responsible for quality management and bi-
directional traceability. Hospitals implement clinical guidelines, monitor adverse reactions and
set up transfusion committees.

Challenges: although multiple strategies have been set up there is no national collation of data.
There is concern about the meaning of ‘non-punitive’ and the atmosphere of ‘learning from
errors’ has not been established, leading to fear and resultant inhibition of reporting. There is a
shortage of funds and human resources, and a lack of structure at the state level.



REHVERHERE

O

20135EWHOF FpH] “China~WHO Haemovigilance Consultation” 7E_FIE%4T, 8
arfar £ A [ T RV

2015: &% , P, AR EEENE M I EHaemovigilance[J]. PFEMMAEE |
2015, 28 (9) : 1154-1158.

2017 : FEHOMMMAREENER SR

20180319 : MR TR BB H % T B &k BA& A& &5 T 7t 5 01 357 B A & 2 5 AL
, SHEEFNFER'EFERENFAMNIERE , kEPEEFZRFEHIMT
RRNESERE , REXHOREEEIA., HENRAFEE , EVERHKM
TRRNERS

202106 : PERMPAMREZEEMNERAKILRT (EEMRZEENHRE)
20211223 : ERERZLZHH (FEMHLRFSHERBRLXEAKX (2021-2025 ) )
FROAZEEMNMXRTET/E, BN , EFEL , WNUTTIDs&RR, ADs
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ST v o
Standard for Surveillance of % o Blocd Trarsusian IHN | oo
Complications Related to Blood Donation gg

Advancing Transfusion and
Cellwlar Therapies Worldwide

Standard for Surveillance of
Complications Related to Blood Donation

Working Group on Complications Related to Blood Donation Working Group on Donor Vigilance
of the

International Society of Blood Transfusion
Working Party on Haemovigilance

International Society of Blood Transfusion in coliaboration with

ngkfng Party on Haemo w'g,"/a nee The International Haemovigilance Network
The AABBE Donor Haemovigilance Working Group

December 11, 2014

European Haemovigilance Network

. only given for the most common complications

(occurrence >1% of all complications) and

. . These definitions have been formally endorsed by
* not for the rare events associated with blood The European Blood Allance

donation (<1% of all complications).

e Add Allergic reaction

2008 ISET/IHN 2014 definitions 1
Complications related to blood donation



L)

*YRAER

A. Complications mainly with local symptoms.
A 1. Complications mainly characterized by the occurrence of blood
outside vessels
Haematoma
Arterial puncture
Delayed bleeding

A 2. Complications mainly characterized by pain
Nerve irritation
Nerve injury
Tendon injury
Painful arm

A 3. Other complications with local symptoms
Thrombophlebitis
Allergy (local)

B. Complications mainly with generalized symptoms.
Immediate Vasovagal reactions
Immediate Vasovagal reaction with injury
Delayed Vasovagal reaction
Delayed Vasovagal reaction with injury

C. Complications related to aferese
Citrate reaction
Haemolysis
Generalised allergic reaction
Air embolism

D. Other donation complications



20114E7 H-I1ISBT WORKING PARTY ON HAEMOVIGILANCE

STANDARD DEFINITIONS FOR NON INFECTIOUS
ADVERSE TRANSFUSION REACTIONS

=B B LR N, IMEAFE K haemovigilance & &R 1Tk .
FHig: EE=RKZHRE, EEARMWINEFEH (adverse
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TRANSFUSION REACTIONS

ACUTE DELAYED
Immunologic Nonimmunologic Immunologic Nonimmunologic
. Bacterial , Transfusion-
Hemolytic | contamination o Hemolytic —{  induced
hemosiderosis
Febrile
lyti :
nonhemolytic L Circulatory | Transfusion-associated
overload graft-versus-host disease
Allergic
Transfusion- | Physical/chemical L Posttransfusion | | Disease
Related Acute hemolysis purpura transmission
? \
ung Injury (TRALI Copyright © 2005 by Elsevier. Al rights reserved
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1 HEMOLYTIC TRANSFUSION REACTIONS

1.1 Acute hemolytic transfusion reaction (AHTR)

1.2 Delayed hemolytic transfusion reaction (DHTR)

1.3 Delayed serologic reaction (DSTR)

2 NON HEMOLYTIC TRANSFUSION REACTIONS

2.1 Febrile non hemolytic transfusion reaction (FNHTR)
2.2 Allergic reaction

2.3 Transfusion-related acute lung injury (TRALI)

2.4 Transfusion associated circulatory overload (TACO)
2.5 Hypotensive transfusion reaction

2.6 Transfusion associated dyspneal#W K (TAD)

2.7 Post transfusion purpura (PTP)

2.8 Transfusion associated graft-versus-host disease (TA-GVHD)



2.9 Other transfusion reactions

a) Haemosiderosis & &k M1 R UIE TR

b) Hyperkalemia

c) Unclassifiable Complication of Transfusion (UCT)
*Transfusion related Immune modulation
 Hypothermia
« Citrate toxicity
 Electrolyte imbalance
 Embolism

* Metabolic derangements in pediatric and massive transfusion

3. LkrkrdE



interrelationships between different
adverse incidents

WCT: Wrong component transfused
SRNM: Special requirements not met

Avoidable: transfusions that are unnecessary

or given on the basis of wrong blood

results
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a8 (Imputability)

e e T AERIIA RERER, WHERE SH AR KPP -

* BHEMRK (Definite (certain)) : ¥yl M iFEUEEIERAAD B E4 B
msl&E, NEERE.

- JRFAIEEFESE (Probable (1ikely90%) :FIEBAFASZIFA REMHHHMEIE.

* TA[REFESS (Possible (70%) ) : UEEAREHAEA R EH 4B 5| B EFLE
HAMER .

« HA[REFL R (Unlikely (doubtful)) : IEERIAA RBMAANA i 5] A2
EHIEHMERSIE.

* HELX (Excluded) : IEFEHERRA REAR5E dii 5] &

Only possible, probable and definite cases should be used for

International comparisons.



MR MNEEFEE (Severity ) —4Z%

13E™E (Grade 1 Non—Severe): RMFARRFTEET T GHERER) ,
AL ET T A FBUK A ERIPAR ST RE K145 .

* 2/E (Grade 2 Severe): HITHIMAREHEESFBIRATEERBIT

ERKAAERH; M/ERFBKHERA BREERDIREER; RKEERTEIRT
PURBRFR A RIHLAR T RE 4545

3L 4 fir (Grade 3 Life—threatening): ZIMEBEBFZFEARTHIEIITFI (C (
MmEME (vasopressors) , #E (intubation) , ¥BZEICU (transfer
to intensive care) ) PATHBHFFELS.

* 4%ET-(Grade 4 Death): RMFFTHIMA RN . 4BHNEHFIEL S50

FEHE XA GE (possibly) , {RAJEE (probably) BEAE (definitely) , ZWFEHFA
FETFEMRE, KNP EEFENZSH], 2 or 3.
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Transfusion-related Acute Lung Injury TRALI

Recognized in early 1970°s , named Non -Cardiogenic Pulmonary
Edema (NCPE)
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TRALI risk-reduction strategies

1. P B R & A, R RFRER T, BS%Mm.

2. Donor qualification:iE:dx s H IMEHIFEN, LA T2 A B HE.

3. HLA antibody testing considerations and donor re—testing:
3 A HLABH R MRy R R DU R I A S 52, FH PRk L Bt
ANEREHABRINE (defer donors) .

4. F IRENUER, ] ARk R M A MR A i, JNPEERRBC. &L
kB2 iE, NERHADS MRS ML, The use of PAS for
Plts

5. Inventory management



The 25th Regional Congress of the ISBT
London, UK from June 27 - July 1, 2015
Scientific programme

Pulmonary Adverse Effects

GOOD BYE TRALI, HELLO TACO

Then TAD

b International Society
D of Blood Transfusion
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Tableau Il : Criteres diagnostiques (d'apres [10-13])

Signes cliniques

Signes biologiques

Signes radiologiques

Signes echographiques

Cathetérisme pulmonaire

Dyspnée et orthopnée, expectoration mousseuse
Angoisse intense

Tachycardie

Rales crepitants pulmonaires

Pression arterielle plutot elevee

Amélioration rapide sous diuretique / vasodilatateur

concentration plasmatique des peptides natriuretiques de
type B (BNP, NT Pro BNP) élevée *
Ratio [protéines] liquide d'oedéeme / plasma < 0,65

Index cardiothoracique > 0,5
Elargissement des pedicules vasculaires aux hiles
CEdeme alvéolaire a prédominance péri-hilaire

Dysfonction systolique VG (FEVG < 40%)
Dysfonction diastolique VG (rapport E/A>1 ou rapport
E/Ea>15)

Pression Artérielle Pulmonaire d'Occlusion (FAPO) > 18
mmHg
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Figure 2 : Arbre décisionnel de |a prise en charge du TACO, adapté selon ref 14

Mise en condition

/\

PAS basse
(<140 mmhg)

/\»

PAS <100 mmHg
Extrémités froides,
Marbrures

PAS 100-120 mmHg

!

!

PAS élevée
(=150 mmHg)

Y

- Furosemide 1mg/Kg bolus
- Furosemide 40 mgx3

- Dobutamine 5-10 gamma/Kg/mn - Derve nitré 1mg'h

- Furosemide 1mg/Kg bolus
- Furosemide 20 mgx3

A\

Dérivé nitré 3mg bolus toutes les 5 min
Ventilation non invasive /CPAP
Furosemide 20 mg IV

/\

Ré évaluation de l'efficacité du traitement apres 30 minutes

v

« N

/ R

Transfert
soIns intensifs

Pas d"amélioration Amélioration clinique
Transfert soins intensifs Pousruite traitement 24h

- Baisse PAS
- Baisse FC Pas d'amélioration
- Amélioration climique Discuter intubation

Poursuite idem

CPAP : Continuous positive airway pressure

FC : frequence cardiaque

PAS : pression artérielle systolique




Recommendations

¢ All measures must be taken to reduce the risk of transfusion-associated circulatory overload
(TACQ). These include pre-transfusion clinical assessment to identify patients at increased risk of
TACO, in whom particular consideration should be given to the appropriateness of transfusion,
the rate of transfusion and diuretic cover. Careful attention to fluid balance is essential and must
e documented.

Action:Transfusion practitioners, HospitalTransfusionTeams (HTTs), HospitalTransfusion
Committees (HTCs)

¢ Prothrombin complex concentrate should be used for warfarin reversal in accordance with national
guidelines'®, and should be immediately available in all Trusts/Hospitals/Health Boards.

Action: HTTs, Hospital Transfusion Laboratory Managers

¢ Blood transfusion is not an appropriate treatment for iron deficiency and puts patients, particularly
the elderly, at risk of TACO. Iron deficiency should be diagnosed and appropriately corrected with
iron supplements, and the underlying cause established and treated.

Action: General Practitioners, hospital doctors, Medical Schools, HTTs



The impact of revised definitions for transfusion-associated
circulatory overload and transfusion-related acute lung injury on
haemovigilance reporting

Yin Yuan, Peta M. Dennington, James Daly, Shoma Baidya, John-Paul Tung &4

18 January 2023 https://doi.org/10.1111/vox.13402 Citations: 1

* Objectives: TACO and TRALI are serious adverse transfusion reactions.
Standardized surveillance definitions are important to ensure consistent
reporting of cases. Recently, revised definitions have been developed for TACO
and TRALI, the latter of which has not yet been widely implemented. This study
aimed to assess the impact of the new TACO and TRALI definitions on
haemovigilance reporting.

* Materials and Methods : The Australian Red Cross Lifeblood Adverse Transfusion
Reaction database was accessed to identify all cases of suspected or confirmed

TACO and TRALI referred from 1 July 2015 to 30 June 2019. Cases were assessed
against both the former and new definitions and the results were compared.

* Results: A total of 73 cases were assessed. There were 48 TACO cases
identified. Only 26 of 48 cases strictly met the former 2011 SBT definition of
TACO; 6 cases did not meet the definition and 16 cases lacked sufficient
clinical details. In comparison, 46 cases met the revised 2018 ISBT definition,
with only 2 cases having insufficient details. There were 24 cases of TRALI
according to the existing 2004 Canadian Consensus Conference (CCC) definition
compared with 25 cases according to the proposed 2019 revised definition.

* Conclusion:The revised TACO definition captured more cases than the former
definition. No significant differences were observed in the number of TRALI
cases under the proposed new definition. This is the first study to provide
validation data for the revised TRALI definition.
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O Infectious transfusion complications: Definitions and criteria for TTIDs are
challenging to standardize
v the differences between the diseases and their epidemiology
v’ different standards and methods of testing between countries.
v" Work is being pursued by the ISBT-TTID-WP in collaboration with the HV-WP.

v' To date, no international definitions have been adopted by the IHN or ISBT.

O Errors, failures, and incidents: A number of types of sentinel event have been
defined by the ISBT and IHN. Nevertheless, the very term adverse event is
used differently in different organizations, and notably the EU legislation
defines serious adverse event differently from international pharmacovigilance

legislation.
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« 20120619 : draft proposal of new error classification was sent for review and

comments to WP-QM members
e 20120704 : to the members of WP-HV.

« 201207 : ISBT congress in Cancun WP-QM presented new Version 1

classification of errors in transfusion medicine, covering 3 major areas of activities
(those in blood establishments, hospital blood banks and clinical wards applying
transfusion therapy).

« 201305 : ISBT Amsterdam, WP-QM agreed to continue the work on this project,

« 201412 : new Version 2 of error classification in the field of blood establishment

(BE) activities , in hospital blood banks and clinical wards applying transfusion

therapy.
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BI] ;. RSB H I EL
Delayed serologic reaction (DSTR)

EX :mmEHI e AN EIRKRE L IHMREIn A B A mi iR &R I FSE
W=, DSTRERMEZER Y.

SHOT: Alloimmunisation is defined as demonstration of clinically significant
red cell antibodies after transfusion, which were previously absent (as
far as is known), when there are no clinical or laboratory signs of

haemolysis.



Tableau 19 : Repartition des anticorps anti-erythrocytaires non ABO dans l'allo-immunisation isolée
déclarée d'imputabilité 2 a 3, 2015

Anticorps anti-rythrocytaire non ABO * Effectif Y
JE1 385 17.,01%
KEL1 375 16, 57%
RH3 374 16,53%
FY1 231 10,21%
RH1 142 6,27%
Lu1 116 5,13%
RH4 95 4 20%
JEZ2 92 4 07%
MNS3 89 3,93%
RH2 89 3,93%
KEL3 68 3,00%
MRS 58 2,56%
RHS 45 1,99%
Fy2 20 0,58%
RH5 17 0,75%
CH/RG1 16 0,71%
LE1 15 0, 56%
MNS4 12 0,53%
LEZ2 7 0,31%
P1 G 0,27%
L2 2 0,09%
MNS2 2 0,09%
co2 1 0,04%
FY3 1 0,04%
KELT 1 0,04%
L1 1 0,04%
RHG 1 0,04%
SC1 1 0,04%
XiE1 1 0,04%
Total 2263 100%:

* seul fe 1% anficorps est pris en compie pour le calcul deffectif
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Bacterial Contamination Reaction

(Transfusion Transmitted Sepsis)
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Tableau 28.: Les germes retrouvés — classement par type de PSL, nombre et ordre dimputabilit
décroissante — Période 2000 a 2011

Nombre et % Score d'imputabilité

Familles Imputabilite 1 a
Type de germe PSL 3 2 3
Germes avec des CGR
Klebsiella pneumoniae CGR 3 (100%) 2 (66,7%)
Bacillus (non précisé) CGR 1(100%) 1 (100%)
Bacillus cereus CGR 1 (100%) 1 {100%)
Klebsiella oxytoca CGR 1 (100%) 1 (100%)
Yersinia (non précisé) CGR 1 (100%) 1 ({100%)
Yersinia enterocolitica CGR 1 (100%) 1 (100%)
Fropionibacterium acnes CGR 3 (100%) 2 (66,7%)
Staphylococcus (non précise) CGR 11 (100%) 1(9,1%)
Escherichia coli CGR 4 (100%) 1 (25%)
Candida {non précise) CGR 1 (100%) 1 (100%)
Citrobacter (non précisé) CGR 1 (100%) 1 (100%)
Proteus mirabilis CGR 1(100%) 1 (100%)
Serratia marcescens CGR 1 (100%) 1 (100%)
Clostridium perfringens CGR 1 (100%)
Corynebacterium (non précise) CGR 1 (100%)
Enterobacter cloacae CGR 3 (100%)
(Gram - sans précision CGR 1 (100%)
Listeria monocytogenes CGR 1 (100%)
Micrococcus (non précise) CGR 1 (100%)
Proteus marganii (Marganella
marganii) CGR 1 (100%)
Pseudomonas aeruginosa CGR 1 (100%)
Staphylococcus a coagulase neg. CGR 1 (100%)
Staphylococcus epidermidis CGR 3 (100%)
Stenotrophomonas maltophilia
(Pseudomonas maltophilia) CGR 1 (100%)
Streptococcus (non précise) CGR 6 (100%)
Streptococcus groupe A (S. pyogenes) CGR 1 (100%)
Bactérie non listée CGR 8 (100%) 2 (25%) 3 (37,5%)

Germes avec des plaqueties
[ 1 Py R | U NS . i P I Ip— AT fANnns sy = A 930s% O AT 4008
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rapport national d’ hémovigilance

Décision du 7 mai 2007 fixant la forme, le contenu
et les modalités de transmission de la fiche de
déclaration d’ effet indésirable grave survenu chez

un donneur de sang (FEIGD)

Standard for Surveillance of Complications Related

to Blood Donation

Standard for Surveillance of Complications Related

to Blood Donation

(ERIMAS B M 4rRF8w5 ) WS/T551-2017

CHR MLAH SR MU R RE M [ MR BT AT AL B 4B RS ) WS/T595-
2018

(YR Z 4 WMFE ) T/CSBT 001—2019



Donor Haemovigilance—Singapore

 Hematoma/Bruising

* Vasovagal reactions
* Nerve Injury

* Pain

* (Citrate toxicity

* Thrombophlebitis
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30 (54. 55)

Jin, & 2K FE JP 2 IR PG R IR B 18 (32. 73)

Vasovagal reaction (VVRs) 15 (27. 27)
15(27. 27)

7(12.73)
32 B I R ) MAUE EMAEER, 7(12.73)

6(10.91)

BRIAEBSIER, TEIRER; 5.(9. 09)

5(9.09)

B AR R, SRTNEIAE (9. 09
s, PEECRAEIREL, AL S HHiE, Zig
iR/ T 148, 3 (5. 45)

2 (3. 64)
2 (3. 64)
2(3.64)
2(3.64)
2(3.64)
2(3.64)
2(3.64)
1(1.82)
1(1.82)

1(1.82)
1(1 89)
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AEF K leg muscle tension exercise
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<Exercise-1> during the donation.

1. Cross your legs and tense muscles on both legs.
2. Stretch your ankles and count five.

3. Release tension as crossing legs. Relax and
count five.

4. Repeat 2 and 3 five times.

5. Re-cross your legs and repeat five times in the
same way.

Perform above in sets of 1to 5

<Exercise-2>

Apdtions two sets after donation.

* Tense your abdominal and gluteal muscles with legs

» Keep breathing
* Keep the rhythm
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Understanding,
Managing, and
Preventing

DEVELOPED BY A WORKING GROUP
OF THE ABC SCIENCE, MEDICAL,
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Blood Donor
Reactions In
Teenagers

America’s Blood Centers
' ' It's About Life.
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