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WHO recognizes the importance of haemovigilance, systematic blood safety surveillance, to identify and prevent
occurrenceor recurrenceof transfusion-relatedadverse events, and to increase the safety, efficacy and efficiency of
blood transfusion. The WHO Action Frameworkto Advance Universal Access to Safe, Effective and Quality-Assured
Blood Products 2020-2023 reaffirms the importance of haemovigilanceas one of the strategic objectives of global
effortsto improvecapacityto monitor,investigateand assessadverseeventsin blooddonorsandtransfusionrecipients

While national haemovigilance systems are well established in some countries, there is a lack of effective blood safety
surveillancein manysettings,as outlinedin theWHOfact sheeton bloodsafetyand availability An effectivehaemovigilance
systemis an integral part of a comprehensivequality systemin blood establishmentsand hospitalsand should coverblood
collection, testing, processing, storage, distribution and availability of blood and blood products, transfusion decision-
making, administration,and monitoring of blood transfusions. It improvesquality by enhancing the ability to objectively
identify, learn from, and take appropriate actions to improve suboptimal practices at local and national levels

In a 2015 WHO Global Database on Blood Safety survey of all WHO regions, only 49% of countries who responded
reported having a national haemovigilance system. One of the challenges cited was lack of ability of blood
establishmentsand hospitalsto carry out end-to-endtraceabilityfrom collectionto use of blood and blood products,
and to conduct surveillance Even where haemovigilancesystemsare in place, opportunitiesexistto furtherraise the
bar in safety and quality by expandingthe scope of these systems— for example, by incorporatingrapid alert or early
warning channels; by includingcapture of poor transfusiondecision-making,under-or unnecessarytransfusion,and
avoidable blood wastage; and in analysis of risks related to particular patient groups, procedural weaknesses,and
alternatives to blood transfusion.

Recognizingthatall countriescan take steps, bothsmalland large, toimprovebloodsafety,and to assist countriesas they
developand evolvetheirhaemovigilancesystems,WHO has developedthis User guide for navigatingresourceson stepwise
implementationof haemovigilancesystems, workingwith experts from the InternationalHaemovigilanceNetwork (IHN),
the InternationalSociety of Blood Transfusion(ISBT), WHO-relatedunits,and othersin haemovigilancesystemsworldwide
The specific objectives are to:

outlinethe necessarysteps forimplementationof haemovigilancesystemsin blood establishmentsand hospitals;

supportdevelopmentof haemovigilanceas part of the activities of a nationallycoordinatedblood system;and

provide information and technical guidance resources on monitoring and investigating adverse events
WHO and its partners have made these tools and resources available to Member States and to the public at the
InternationalSocietyof Blood Transfusion(ISBT) WorkingParty on Haemovigilancewebsite (https://wwwisbtwehorg/
working-parties/haemovigilancgand the Notify Library (https://wwwnotifylibraryorg/content/educational-materialk
Haemovigilanceprovidesa way to focus limited resourcesin a structured manner towardssolutionsthat bestimpact

safety — and is a practical way of helping to make tomorrow a bit safer than today

We hope you find these materials useful in your work
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TERM DESCRIPTION (reference)

Adverse event Any undesirableor unintended occurrence associated with transfusion or donation It
includes all adverse reactions, incidents, near misses, errors, unplanned deviations from
standard operating procedures and accidentgl).

Adverse event Sending information on adverse events to the haemovigilancesystem for further
reporting investigation, analysis and feedback’).
Adverse reaction Any unintendedresponsein donoror patientassociatedwith the collectionor transfusion

of blood or blood producty7).

Blood establishment  Any structure, facility or body that is responsiblefor any aspect of the collection, testing,
processing,storage, releaseor distributionof humanblood or blood components(including
source plasma) when intended for transfusion or further industrial manufacturing It
encompassesthe terms blood bank, blood centre, plasma collectioncentre, blood service
and blood transfusion servicg2).

Blood product Any therapeutic substance derived from human blood, including blood for transfusion
(that is, whole blood and blood components), plasma for fractionation (either separated
from whole blood or prepared by apheresis), and plasma-derived medicinal produg¢s

Corrective action Action taken to remedy the nonconformance and/or care for the donor or patiefit

Donor haemovigilance The systematicmonitoringof adversereactionsand incidentsin the whole chain of blood
donor care, with a view to improving quality and safety for blood donof.

Haemovigilance A set of surveillanceprocedurescoveringthe entire transfusionchain, from the donation
and processingof blood and its components,to their provisionand transfusionto patients
and their follow-up It includes the monitoring, reporting, investigationand analysis of
adverse events related to the donation, processingand transfusion of blood, as well as
the developmentand implementationof recommendationsto prevent their occurrence
or recurrence(5).

Haemovigilance Report of aggregated analysed data from the haemovigilance systeffy.
feedback report
Imputability The probabilitythat anidentifiedprobablecause was the actual cause of an adverseevent

after the investigation is completedd).

Incident Any untoward occurrence associated with an activity or process, such as the collection,
testing, processing, storage and distribution of blood and blood products, or in its
transfusion or administration(7).
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TERM DESCRIPTION (reference)

Incorrect blood A patient was transfused with a blood componentthat did not meet the appropriate
component transfused requirements or that was intended for another patierft).

Low- and middle- Resource-constrained countries with a gross national income per capita that is below a
income countries value determined each year by the World Bank (2).
National A haemovigilance system that is implemented throughout a country and with a national

haemovigilance system level of coordination, data analysis and reporting (7).

Near miss An error or unplanned deviation from procedure that was detected and corrected prior to
undesirable or unintended impact (4.

Notification Mandatory information on a notifiable event to the regulatory authority (7).

Preventive action Action taken to eliminate the cause of a potential nonconformity or other potential
undesirable situation (7).

Recipient® The systematic monitoring of adverse reactions and incidents in the provision and
haemovigilance transfusion of blood and blood products to patients (4).
Serious adverse Adverse event or reaction that results in serious harm to a person. A more specific definition

reaction or event (SARE) is often provided by regulatory authorities as the basis for mandatory reporting (4.

*The terms “patient” and “recipient” are used interchangeably in this document.

The above definitions are based on the documents listed below:

1. Aguideto establishinga nationalhaemovigilancesystem Geneva:World Health Organization;2016 (https://apps
whoint/iris/handle/10665/250233accessed 22 July 2021).

2. Guidanceonincreasingsupplyof plasma-derivedmedicinal productsin low-and middle-incomecountriesthrough
fractionationof domestic plasma. Geneva:World Health Organization;2021 (https://appswho.int/iris/bitstream/
handle/10665/340171/9789240021815-engpdf, accessed 22 July 2021).

3. Guidance on centralization of blood donor testing and processing Geneva: World Health Organization; 2021
(https://appswho.int/iris/bitstream/handle/10665/340182/9789240020825-engdf, accessed 22 Jjuly 2021).

4. deVriesRRP,FaberJC, editors Hemovigilancean effectivetool forimprovingtransfusionsafety. Chichester,United
Kingdom: Wiley-Blackwell;2012.

5. Aide-mémoirefor ministriesof health:national haemovigilancesystem.Geneva:World Health Organization;2015
(https://appswho.int/iris/handle/10665/340564accessed 22 July 2021).
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1.1 Purpose of this resource

Haemovigilanceis a systemof bloodsafety surveillancethatincludesthe detection,monitoring,reporting,investigation,
and analysis of adverseevents related to the donation, processing,and transfusion of blood and blood products, as
wellas the developmentand implementationof recommendationsto preventtheir occurrenceor recurrenceand thus
improve safety for blood donors and recipients

Blood transfusionprofessionalsand policy-makersin many countriesrecognizethe need for haemovigilancesystems
but are sometimesunable to develop orimplementthese systemsdue to various barriers, including lack of knowledge,
lack of resources, lack of standardizedpractices,fragmentedblood services,and lack of supportfromall stakeholders
needed for successful implementation.

Implementing effective surveillance for blood collection and transfusion safety is a major endeavour, and this
documentis designedto supporta stepwiseapproach.lt recognizesthat all countriescan take steps, both smalland
large, to improve blood safety, and is designed to assist countries as they develop and evolve their haemovigilance
systems Whilst national haemovigilancesystems are well established in some countries, there is a lack of effective
haemovigilance in many settings, and implementation remains an important challenge

Realizing this challenge and acknowledging the importance of haemovigilanceto increase the safety, efficacy
and efficiency of blood transfusion, “effective surveillance, haemovigilanceand pharmacovigilance,supported by
comprehensiveand accurate data collection systems,”has been set as one strategic objective of the World Health
Organization (WHO) Action Framework to Advance Universal Access to Safe, Effective and Quality-Assured Blood
Products 2020-2023(7).

In the latter part of 2020, WHO issued a surveyto identify specificneedsof countriesseekingtoimplementorimprove
their haemovigilanceprogrammes(see Chapter2). The surveyresultsidentified that priority areasfor additional support
includedthe needforeducationaland trainingmodules,guidelinesand guidancedocuments,and data capturesystems
This document provides referencesto tools and resources(including educational materials and data collectionand
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reporting templates) and definitions to assist countriesto develop and improvelocal and national haemovigilance
systemsin line with the WHO aide-mémoireon national haemovigilancesystemsand the WHO guide to establishing
a national haemovigilance systent, 3).

Compilationof thesetools and resourcesis one activity forimplementationof the Action Framework Theseare expected
to assistMember Statesin establishingand managinghaemovigilancesystemsin a stepwisemanner. Haemovigilance
challenges exist in both low- and middle-income countries and in well-resourcedsettings; therefore, the tools and
resourcesreferencedherein may be useful to any organizationinterestedin enhancing blood safety, whether on a
local, regionalor nationallevel Figure 1.1 presentsthe processand timeline by which the user guide was developed

Fig. 1.1 User guide compilation process and timeline

Haemovigilance identified as one of the strategic objectives in
the WHO Action Framework to advance universal access to
safe, effective and quality-assured blood products 2020-2023

A working group with experts from the IHN, ISBT,
WHO-related units, and other haemovigilance systems
worldwide was formed in November 2020

A preliminary survey was conducted to assess the
implementation of haemovigilance systems in Member States
from all WHO regions—this helped identify the priority tools
based on the needs across the world

Members of the working group worked through 2021 and
collated the first set of haemovigilance tools that will help
Member States establish and manage haemovigilance systems

Nemcssassmmmemms s

The working group engaged with key stakeholders and
finalized content prior to release

IHN = International Haemovigilance Network; ISBT = International Sodiety of Blood Transfusion.

1.2 Relationship to WHO aide-mémoire and guide on
national haemovigilance systems

The WHO aide-mémoirefor ministriesof health on nationalhaemovigilancesystems(2), publishedin 2015, aims to guide
ministries of health in the organizationand coordinationof a national haemovigilancesystem. It emphasizesthat the
ministry of health has ultimate responsibilityfor its national blood systemand for the quality, safety and sufficiency of
supply of blood and blood products;recognizesthe importantrole of haemovigilancein contributingto safety;and calls
on the ministry of health to provide effective leadership and governance for a national haemovigilance system.

Inadditiontothe aide-mémoireto supportcountrieswherehaemovigilanceis notalreadyi
~ instrengtheningtheir existinghaemovigilancesystems, the WHO guide to establishi
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was publishedin 2016 (3). This guide providespolicy recommendationson establishinga haemovigilancesystemas part
of nationalbloodand health systems,and guidesinformationand technicalaspectson the specificmeasuresand actions
neededtoimplementa haemovigilancesystem.This user guide builds on the foundationprovidedby the aide-mémoire
and the guide by identifying and enumerating tools and reference materials for this implementation.

1.3 Target audience

This document is intended to provide information and links to resources and tools that are applicable to all key
stakeholders who may be involved in haemovigilance, including:

ministries of health;

bodies responsible for policy-making on blood safety, such as national blood commissions or councils;
regulatory agencies;

scientific and professional bodies;

blood establishments;

hospitals,includinghospital blood banks and transfusioncommitteesor health care facilitieswheretransfusion
takes place;

blood donor organizationsand other nongovernmentalorganizationsinvolvedin blood systemstrengthening
and blood donor education and recruitment;

public health institutions;
patient groups;

development partners

1.4 Overview of haemovigilance

Transfusionof blood or blood productsis a lifesavingtherapeuticoptionfor manypatients Blood productsgo through
a series of stepsfrom blood collection, through processing, testing, distributionandissue, and ultimately transfusionto
a patient Adverseeventscan occuralongthe way, affectingdonors, patientsand the productsthemselves Successful
mitigation of these negative events requires end-to-end, or vein-to-vein, traceability

The processof collecting,aggregating,analysingand acting on adverseeventdatais the general definitionof vigilance
Haemovigilanceis similar to pharmacovigilance,but relating specifically to blood safety surveillance WHO defines
pharmacovigilance as the scienceand activitiesrelatingto the detection,assessment,understandingand prevention
of adverseeffects or any other medicine-relatedproblem.Haemovigilancegoes furtherin that the productsource,the: .

' https://www.who.int/tea d—safety/pharmacovigilance‘

e e
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collection of blood,and manufactureof the blood productare alsoincluded Adverseeventsassociatedwith processing
and clinical use of plasma-derivedmedical productsare generally coveredunder pharmacovigilancethoughpractice
varies internationally

Ahaemovigilancesystemshouldbe an integralpart of the overallquality systemcoveringall aspectsof the transfusion
chain from donor to recipient (Figure 1.2).

Fig. 1.2 Vein-to-vein haemovigilance

- SO — —
Recruitment and - .
. screening of blood ISaabmoraI:otrestmg n :)slsuxgg of;he
donors y ood product
S v,
mmmmmmmmmmmmmmmmmmmmmmmm .
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management of from patient and and delivery to
any adverse events blood order patient bedside
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blood product

Clinical decision to
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The basic premiseof a nationalhaemovigilancesystemis the developmentof a coordinatedapproachto the continuous
improvementof the safety, availabilityand appropriateuse of biood and blood productsand relatedactivities across
all organizationsinvolvedin the transfusionchain. It is importantto recognizethat haemovigilanceis not just about
collecting data; it also helps to:

identify trends in reported incidents

identify common risk factors

recognize areas for improvement

develop interventions to address recognized concerns
Haemovigilancemust contributeto improvingand enhancingtransfusionsafety,for donors,donations,recipientsand
staff. It should be part of the patient safety continuumin every organization.Ongoing surveillancewill evaluatethe

success of interventionsin improving transfusionsafety and must be reviewedregularly. Figure 1.3 depicts the five
pillars for effective haemovigilance

Fig. 1.3 Five pillars for effective haemovigilance

*These are discussed further below

For any haemovigilance system to be effective and efficient, the following are essential

Traceability. This involves being able to reliably follow the information trail from donor to recipientand vice
versa in a timely manner

Trustingand blame-freeculture. Staff should be comfortableand empoweredto reportincidentsand reassured
that they will not be blamed for their occurrence Leadershipcommitment, policies and practical stepsshould
be in place to @s@ a supportive environment and ensure a positive reporting culture

&
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Confidentialityand independence.lt is essential that donor, patient and staff confidentialityis maintained
Haemovigilanceactivitiesshould be independent,driven by data and not unduly influencedby any health care
organization or outside party

Clear, accessiblereportingand acknowledgement.Submittinga reportshould be as easy as possiblefor the
reporter. The reporting forms (paper-basedor digital) should be readily available to anyone wishing to file a
report Theyshould be easy to compile, provideadequateopportunityfor narrativeand make maximumuse of
thetick off”or“checkbox"format The forms shouldideallyencouragesafetyimprovementsuggestions,such as
howto preventreoccurrenceof an eventor howto deal with it. To encouragefurthersubmissionof reports, the
haemovigilancesystem should clearly communicateto its reportersthat the submittedreportsare a valuable
safety asset and acknowledge the efforts made by reporting persons

Feedback loops, preventiveactions and promotion. Whenever possible, feedback on the actions taken in
responseto a report shall be providedas a direct report to the reporting personand in the form of collective
feedbackto the reportingcommunity The de-identifiedinformationreceivedfromthe reportingsystemshould
be available to health care staff in a timely manner, which will help motivate people to further improve the
reporting of adverse eventsFailure to achieve this goal will reduce the effectiveness and value of the system.

Figure 1.4 summarizes the “six Rs” of the haemovigilance cycle, as referred to in Figure 1.3 above

Fig. 1.4 Haemovigilance cycle: the six Rs

The six Rs of the haemovigilance cycle can be defined as follows

Recognize. Staff should be able to promptly recognize adverse events, and haemovigilanceactivities should
pick up trends in reported transfusion events and reactions

~Respbnd. Staff should be able to respond appropriately to recognize:
~management N
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Record. Accurate, timely documentationis vital for haemovigilance Appropriatedocumentationwill ensure
that all relevant details are available as part of the report submitted to the haemovigilance system.

Report. A positivereportingcultureis crucialforhaemovigilance Reportingto local quality managementsystems
and external reporting to the haemovigilance system will help ensure learning from errors and reactions

Remedy.Reportingfacilitatesrecognitionof trendsthroughroot causeanalysis,identificationof risk factorsand
appropriate mitigating actions

Review.With ongoingsurveillance, haemovigilanceactivities will help evaluatethe success of interventionsin
improving transfusion safety and identify other measures that need to be instituted

As haemovigilancesystemsdevelop, they should adopt systematicways of capturingthe appropriatedata necessary
to monitor each key step of the process For those countries without a fully implementedvein-to-veinsurveillance
programme,it can be helpful to focuson the steps that can be taken to incrementallywork towardsa more complete
programme Knowledge sharing - in the form of standard definitions, guidelines, tools or workshopactivities — is an
important way that countriesand health professionalscan learn from each other and share best practices, thereby
assisting countries in setting up and further developing their haemovigilance systems

Haemovigilancecan be subdividedinto donor haemovigilance,processhaemovigilance,and haemovigilancein clinical
transfusion.

Donorhaemovigilanceis the systematicmonitoringof adversereactionsand incidentsthroughoutthe donationprocess,
with a view to improvingquality of careand safetyfor blood donors (4). Good donor care requiresthat adversereactions
such as dizzinessand fainting,local symptomssuch as haematoma,and long-termimplicationssuch asiron depletion
are detected Staff should be trained to identify signs and symptoms of reactions, provide treatmentto donors with
reactions,and give advice to reducethe likelihood of recurrence Reactions should be accuratelyrecordedaccordingto
standardizeddefinitions. Serious reactions should be reportedto the national authoritiesin accordancewith regulatory
requirements Individual haemovigilance systems should define what should and should not be reported

Processhaemovigilanceapplies the principlesof detection,assessment,understandingand preventionto the testing,
processing, storage, distribution, unit selection, and issue steps that take place between collection and clinical use,
and is part of a comprehensive quality system.

Haemovigilancein clinicaltransfusion applies these same techniquesand principlesto the care and safety of patients
who need or receive blood and blood product transfusions Good patient care requires monitoring of recipientsby
trained staff during and after the transfusionepisodeand the accuratedocumentationof any adverseeventsaccording
to standardizeddefinitions Seriousevents,includinglack of availabilityof blood or blood componentswhereneeded,
should be reported to the national authorities in accordance with regulatory requirements

The implementationof national haemovigilancesystemsstill varieswidely. Some countrieshave an establishednational
system, some have a patchworkof variably effective systems,and some still face obstacles and challenges. The decision
of the national authorityis importantin determining the formof the national haemovigilancesystemto be applied, the
organizationalsystemused, the reportingmethods, the institutionsresponsible,and the preparationof regularreports..
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To helpcollatethesetools,a digital surveyquestionnairewas designedto assess the challengesand resourceneeds of
haemovigilance systems in countries across the six WHO regionBhe survey was divided into five sections:

A. details of the person or organization submitting the response to the questionnaire;
B. organization and management of the haemovigilance system;
C. coverage and scope of the existing haemovigilance system;

D. major challenges and constraints faced and strategies for the implementation of an effective national
haemovigilance system;

E. expectations of WHO for improving the haemovigilance system.

The digital questionnairewas circulated online in English and French to collect feedback for the working group for
globalhaemovigilance The questionnairewas promotedinternationallythroughthe WHO regional officesand relevant
organizations,includingthe InternationalHaemovigilanceNetworkand the InternationalSociety of Blood Transfusion
(see Annex 1 for survey questions).

Participation was voluntary, and was open to all professionalsinvolved in the transfusion chain. A total of 151
responseswerereceived, 141 of whichwereconsideredafter removalof duplicates Responsescamefrom87 countries
representing all of the six WHO regions

As expected, the results showeda wide range of developmentof haemovigilancesystems, from nationally coordinated
systemswith governmentinvolvementand nationalaggregationof data, throughto institution-levelsystemswith no
nationally coordinatedreporting Interestingly,the perceptionof individualsin the same country sometimesdiffered
markedly, and this suggests variation in the understanding of terms such as “national haemovigilance system”
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Despite this wide range of respondent settings and backgrounds, the responses to challenges and barriers to
implementation were remarkably consistenithe main barriers to implementation were identified as:

lack of dedicated financial provision, leading to financial constraints and limited financial resources;
lack of trained personnel;

the failure to identify all stakeholders and service providers and bring them into a common comprehensive
system.

Priority areas for technical support and capacity-building were identified as:
education support to strengthen the workforce (technical as well as skills development);
infrastructure support and technology upgrades;
financial support

In responding to questions on the ways in which WHO can support haemovigilanceimplementation,respondents
identified education and training modules as the highest priority
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Thereis no universalsolutionfor implementinghaemovigilance Severalimportantelementscontributeto buildinga
haemovigilancesystem;the orderand mannerin whichtheseelementsareintroduceddependson the local priorities,
circumstances and available resources

Financial support to establish a haemovigilancesystem was identified in the survey as a major challenge for many
countries While this is intendedto be the responsibility of the national governmentor ministry of health, there are
many approachesto supportingthe developmentof such as system. For example, professional societies, standard-
setting organizations, and local or regional authorities can be the catalysts for initial steps

A systematic approach will help identify key steps in the process and potential barriers, and will allow smoother
implementationwith good engagementof all key stakeholders This is a dynamic processwith manyinterconnected
parts, all of which should be reviewed and updated regularly to deliver an effective solution.

The Deming cycle - “Plan, Do, Check, Act” (PDCA) - is a central concept in quality management (Figure 34)Itis an
iterative, four-stageapproachfor continuallyimprovingprocesses,productsor services,and for resolvingany identified
issues. It involves systematically developing and testing possible solutions to a problem or issue, assessing their
results,and implementingthe ones that have been shown to work, followedby ongoingmonitoringfor continuous
improvement of the system.

This practical PDCA frameworkand structure for identifyingimprovementopportunitiesand evaluatingthem
objectively can be applied to all haemovigilanceactivities, both in implementationof a new systemand in ongoing
quality improvement activities, so that reporting results in tangible improvements in transfusion and donor safety

Besides the PDCA approach, alternative continuousimprovementapproachescan be used to implementand refine
haemovigilance systems
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Fig. 3.1 The Deming cycle: Plan, Do, Check, Act

« Select and formulate questions « Formulate
« Declare and manage conflicts of recommendation
interest « Validate
+ Plan « Consult with target users
+ Analyse and synthesize « Edit
literature - Disseminate

- Evaluate
* Document results

« Update guide
- Fund guide

Continuous improvement can be achieved through repeated application of this quality cycle, as shown in Figure 3.2.

Fig. 3.2 Applying the Deming cycle to achieve continuous improvement
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The buildingblocksfora haemovigilancesystemare shownin Figure 3.3, whilethe variouscomponentsare described
in the following paragraphs

Fig. 3.3 Building blocks for a haemovigilance system

~ Policyand
regulatory
 framework

Leadershlp,
governance
~ and resourﬁes

Policy and regulatory framework

National policy supportand an associatedregulatoryframeworkfor haemovigilanceare important,and these should
be documentedin the national blood policy (Box 3.1). if such a commitmentis not immediately available, it is still
possibie for haemovigilanceto be initiated by any committedparty (for example,a hospital or blood establishment,
or a scientific or professional society) with a view to obtaining broader policy and regulatory support in the future

iBox 3 1 Poluy and regulatory framew‘ rk:

A natlonal ’naemowg:}ance pohcy shouid deﬁne the pnncxples, a|ms and ob ctlves, the responabnhtnes and responsnble entlt;e
and the resources tasks, and toois . ~

The responsmke natlonal authonty or equwa!ent shoutd conszder the followmg steps

. ::; deﬂne a framework for the haemowgliance system and 1ts stakeholders based on the nat&onai blood system and hatmnal bleod |
\ ,pohcy(lfavazlahle), .- _ - - - e

mclude haerhavigi{ance asa {e‘qhir‘erheh:tieffacereditatibnf licensing and insp ectlon of bload estabhshments and hospltals: - -
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Traceability

Bidirectional traceability - the link from donor to recipientand vice versa - is fundamental for establishmentof a

haemovigilance system (Box 3.2).

Box3.2 fTr:aceab‘iIi‘t:(: .

f T‘raCeability“rﬁust‘be énsufed ”frdrii vein to vein

B ood estabhshment. must: ~ .
assign unique identifiers to each donat;on‘eventand each component;
_maintain processing and testing records; -
retain data linking a particular component to the don)rand collection (date); .
for each donation or component, record details of the transfusmg facility to which it was distributed, or its disposition (for
example darraged,dscarded,‘m tdated). ‘ L -

|

ospitals must: - ‘ ‘
- record and retain thedetailsofcomponenmssued and transfused, including patient information;

retain records of components taken out of stock (for example on :xpiry) and discarded.

fraceablllty enables investigations to be conducted for routine audit and when things go wrong — for ekample recheckingthe
 donor’ testing results afterareport ofsuspected transfusm -tragsm;sks;ble‘i‘r)fec:t\ious‘ disease, or investigating a suspected
i rec:pienttransﬁ sion reaction. L e ‘

Planning an implementation strategy

in planningor designinga haemovigilancesystem(Box 3.3), the plan shouldincludelogicaland realisticshort-, medium-
and long-termstrategies,based on a stepwiseapproach.in order to developthese strategies,a detailed assessment

of the existing haemovigilance situation in the country is helpful
Ideally, such an assessment should:

have national coverage;

include all segments of the blood chain (vein to vein);

identify any existing elements useful for haemovigilance;

detect important gaps and obstacles for implementation of a haemovigilance system (gap analysis);

consider likely future developments in the country
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Box 3 3 Plannmg a haemovngllance lmplementatlon strategy

initial and ulti

oversight and
‘ eXIstlng

and potential re

governance responsibilities;

nd arrangements;

1 recipients, blood

When planmng a haemovngrlance system conSIder the foHowmg aspects:
 the architecture of the blood transfusion chain in the country and any e:
-~ regional, local and institutional participants .

mate scope (covering transfus donors,

isting haemovigilance activities, including national,

blood components, processes in the blood chain);

ources, including st

ed LKatIO nan

training needs and resources;

afﬁngjar;d fmdihg;

_planned initia

and ultimate scope (cbVenng

 chain);

trar{sfusion recipie1

ts, bl ‘o‘od‘d )

ors, blood components, processes in the blood

whether the

stem will inclu

‘ ‘mechan sms for re

aporting and notificatio

J
ae

oluntary or mandatory

participationi -
n of adverse events; ‘

Cuse of standard adverse event defi mtlom

- data resources and management (inc
. communications needs and slrategy

_ other relevant local consmeranons.{

seventy gradmg, andi
.mmg data

capture

mputa

and data conﬁc

htyscalmg,aswell pe and ing;

dentiality);

b

a5 frequency of report

The organizationalimplementationplan and timeline with milestones should be established It should reflect a
sequentialand stepwiseapproachand mayinclude,forexample,a pilot phaseand subsequentphases,as appropriate
An example plan with a possible roadmap is outlined in Figure 3.4.

Box 3.4 summarizesthe key initial steps forimplementinghaemovigilancein hospitalsand blood establishments,while
Box 3.5 highlights a few suggestions that may assist smooth implementation of a haemovigilance system.

Fig. 3.4 Example of a high-level organizational and implementation plan

—

L ATHHY P>

« Establish team, identify
structure, leadership
and resources

« Provide documentation,
training and definitions

'

.

« |dentify pilot
participants: blood
establishments,
national and regional
blood transfusion
centres (as applicable),
select hospitals
Require mandatory
notification of serious
adverse events in
donors at blood
establishments

Invite voluntary
notification of serious
adverse events in
recipients by selected
hospitals

.

.

"

adverse event

LT

+ Make voluntary
notification of serious

sin

recipients mandatory
for participants in pilot

i N

kg g

« Expand coverage and
add more regional
blood transfusion
centres and associated
hospitals with
mandatory notification
of serious adverse
events in participants
Add mandatory
notification of serious
adverse events in
donors in blood
establishments

« Based on experience
from pilot phase and 1*
and 2" phases, include
remaining blood
transfusion centres and
hospitals

.

Note: The figure above is an example of the multiphasic approach and that, irrespective of scale, the steps are similar.
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 Box 3.4 Implementation: initial steps

~ Within the context of a national policy (if one is in place, or as a stand-alone activity where necessary), hospitals and blood
 establishments can start by implementing the following measures (for example as a pilot project) with the objective of
progressively establishing a national haemovigilance system. - -

_ Atthe hospital: ; -
establish a hospital transfusion committee o equlva ent as a forum to:
provide governance oversight of transfusion in the hospital, . ; -
review policies and procedures, audit data, and education and training related to haemovigilance in the hospital;
review severe and other significant transfusion reactions and adverse events; = ‘
facilitate communication between the hospital and the blood establishment (for example, for any transfusion-related
adverse reaction when the root cause is related to the blood component or to activities infthe blood suppiy system);
assign responsibilities and resources for haemovigilance in the hospital; ‘ ‘
 identify a responsible person for haemovigilance reporting to senior management, as part of the quallty system
educate all relevant staff on the importance of good bedside transfusion practice, including positive identification of blood

~ components and intended reaplents, correct labelling procedures for blood samples, and early recognition of adverse events;

identify necessary resources for haemovigilance operations at the hospital level, such as: ‘

staff (for example, quality manager haerr owgﬂance officer or transfusion nurse with dedicated responsibility and allocated =
- time for these activities); - ~ o - ‘ = =
equipment and tools, including documen ed prccedurm ~

- incorporate haemovigilance into quality systems, including risk management and reportmg systems; ;

stablish a reporting system for transfusion-related adverse events (including reporting forms, use of standardized definitions,
~ reporting hierarchy and follow-up) or adapt or integrate with existing systems, followed by effective investigation activity;

integrate reporting of transfusion-related adverse events (transfusion vigilance system) into the patient’s medical record;
use the complete quality cycle (plan, do, check, act) in haemovigilance activities; - ‘ -
- monitor follow-up on corrective and preventive actions triggered by the haemovigilance system
= ~~arrange for performance assessment and subsequent improvement of haemovigilance through regular management review. 5

1

]

e

m

- At the blood estabhshment ‘ ‘ ;
_ assign responsibility for haemovigilance in the blood establishment (for example toa quahty manager)

_educate all relevant staff on the importance of good donor care, including pre-donation health screening, and identification,
 early recognition and reporting of adverse events and follow-up of post-donation information; ~

_ensure that there is a blood denor counsellmg programme and follow-up system for donation reactions;

ensure effective communication channels between blood establishments, hospitals, and other consignees to deal rapidly
with risks arising from donation or transfusion (adverse events when the root problem is related to the blood componentorto
activities in the blood sup ly system);

in egrate reports of donation reactions (donor v1gllar ce Jystem) into the apphcab!e blood establ shme‘nt‘report (fo‘r exairn:ple,i
annual activity report), so that haemovigilance becomes integrated into the quality system; ‘

‘ ensure‘that‘the complete quality cycle isembedd d in haemovigilance (plan, do, check, act); - .
_ensure that proper follow-up on corrective and preventive actions trigg;ered‘bythe haemov:gllance system lsm piaﬁe;‘

arrange for performance assessment and subsequent improvement of haemovigilance through reqular top management
reviews. -

=
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- Box3.5Tips for smooth and effective implementation

The following may be helpful:

Before piloting a haemo igilénkce activity, consider what documents, staff training and comm unication will be required.
Startwith small-scale planning and testing of each new activity ~ for example, consider trying it out in one department or one
hospital before expanding in scale or scope.
Implement iterative changes to testa range of variables
Document every step ding k

ncluding seeking 1'eedback from staff and other st akeho‘k‘e‘rs oh‘wh\atﬁ went well and what did not.
Check that the actions have been carried out as planned and whether they have achieved the desired goals and expected
results, and assess the differences (compare “plan”and “do”). .-
Whenprbblkemsoccur,‘i en fythéircauses,‘daptthe plan and“checkaqaihkbe‘foreﬂnal implementation. . ;
Consider culture and environmental concerns: staff, patients and management may have anxieties or fears about reporting

unsafe practices, errors or adverse events, so consider how to positively frame and communicate important messages for al
stakeholders and engage them in all aspects of developing, implementing and improving the system.

-,

Data collection and management systems

Haemovigilancerequires collection, analysis and interpretationof key data (or core information).The data elements
should be collected in conformity with standardizedinternationallyharmonizeddefinitions Care should be takenin
the design of the data collection systemto ensure that it is readily accessible, simple to use, and capturesdata in a
consistentand accurate manner. These data should be collated into a structured and secure database Analysisand
evaluation of data leads to improvementof quality and safety through correctiveand preventiveactions based on
recommendations and instructions, investigation and research, and reports and feedback

Leadership, governance and resources

Withinthe contextof a national policy (if oneis in place or as a stand-aloneactivity), hospitalsand blood establishments
should identify a haemovigilancelead person to be responsiblefor implementationof the haemovigilancesystem
locally, establish lines of governance and communication, and allocate financial and human resources (staff with
allocated time and responsibility,information technology resources).Local teams should be established to record,
report,investigateand analyseadverseeventdatarelatedto blood donationand transfusion.Leadersshouldfacilitate
and work collaborativelywith all key stakeholdersto bring about sustainableand tangibleimprovementsin patient
safety.

Safety culture

Reporting patient safety incidents,augmentedby an open learning culture that supportsincidentreporting, is a key
elementin upholding health and safety in the workplace The aim of any haemovigilanceschemeis to help reduce
incidents that resultin patient harm by sharing the learning fromreportedincidents This needs a workplace culture
that supportsreporting,deals with peoplein a just way, and acknowledgesthat learning fromreportedincidentscan
contributeto implementationof systemchangesto improvepatient safety. Leadersshould moveawayfroma culture
that deals with errors punitively Within a just culture, staff encourage each other to see errors as events and those
eventsas opportunitiesto learn, whichin turn will improveunderstandingwhile encouragingone anotherto be honest
indisclosure without fear of retribution. .
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Communication

Clear channels of communicationbetween reporters, haemovigilanceexperts and all key stakeholders must be
establishedfor an effectivehaemovigilancesystem.This will promotetimely communication,encourageappropriate
responses,and facilitate urgentactions that may need to be taken based on the reportsreceived All communication
should be documented and made accessible to authorized staff. Learning from haemovigilancereports and safety
messagescan be disseminatedto all staffinvolvedin transfusionin severalways,as indicatedin Box3.6. Consideration
should be given to what informationneeds to be communicated,with whom, when and how. Some haemovigilance
services provide printed copies of these materials, but electronic (online) materials are usually fast and relatively
inexpensive to develop and can reach a wide audience quickly

Box 3.6 Dissemination of findings and recommendations

- Successful and effective methods to disseminate findings and recommendations indude: .
. newsletters ; ;

_annual or targeted reports (for example, the Serious Hazards of Transfusion annual reports(5))
_interactive meetings . L
webinars
- video clips and podcasts
~ Casestudies
posters and presentations
~peer review publications

Staff education and training

All staff involvedin the transfusion chain must be trained for their tasks and responsibilitiesand have access to
educational programmeson haemovigilance Initial and refreshertraining should be providedand recordedin staff
training records

Educationalresourceson haemovigilancesuchas workshopsand trainingmaterials,may be developedand delivered
locally by regulatoryauthorities, hospitalsand blood establishments Many others are freely availablethrough websites
of established national haemovigilancesystems and professional societies. A compilation of available resourcesis
available as part of this guide on the ISBT website and Chapter 4 describes how to access these resoutces
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Expertsin blood safety and surveillanceassembledexisting resourcesfrom around the world to assist WHO Member
Statesandthoseconcernedwith bloodsafetyin the developmentandimprovementof haemovigilanceprocessesand
systems Theseare describedbelowand includeeducationalmaterialsin written, visual presentation,or videoformat,
as well as templatesthat can serve as examplesof resourcesspecific to low- and middle-incomecountries An effort
has been made to acquire source documentresourcesin English, French and Spanish. These materialsare hosted on
the website of the InternationalSociety of Blood Transfusion(ISBT), in partnershipwith WHO, and will be maintained
by the ISBTWorkingParty on Haemovigilance These materialsare owned by their creatorsand may changeovertime;
they are presented as a resource for your use

Materialsin other WHOlanguageswill be made availableas they are identified Additionalmaterialscan be submitted
to the ISBT Working Party on Haemovigilance for consideration as a resource

4.1 Educational materials and resources

The materials are classified into categories and subcategories that align with the WHO aide-mémoireon national
haemovigilance systems and are available publicly through the websites of the International Society of Blood
Transfusion Working Party on Haemovigilance(https://wwwisbtwehorg/working-parties/haemovigilancgand the
WHO Notify Library https://wwwnotifylibraryorg/content/educational-materials

The structure of the WHO aide-mémoireisillustratedin Figures4.1 and 4.2. The ISBT resourcedirectory structure follows
this organization,and the tools and resourcesdescribedin this documentcan be found within directorieswith these
names. Briefintroductoryinformationis foundin short Wordfiles in each section, along with materialsand references
to videos and podcasts available elsewhere
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Fig. 4.1 High-level structure of haemovigilance tools and documents using the internal document structure
of the WHO aide-mémoire

hdemovigilance

Fig. 4.2 Full directory structure of the compendium of haemovigilance tools and documents using the
internal document structure of the WHO aide-mémoire
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Selected categories of tools and resources are briefly described following the figures where they are introduced
(Figures 4.3t0 4.6). The tools and resourcesthemselvesare to be found in the directoriesbearing the categoryname.

Fig. 4.3 Category 1: Leadership and governance

Organizational documents
High-levelorganizationaldocumentsdefine haemovigilancefor each countryand describethe mission, vision,
goals and responsibilities for each part of the national haemovigilance structure

Human and financial resources
Appropriateand sufficient human and financial resourcesare essential to the implementationand operation
of a national haemovigilancesystem.Tools and resourcesare providedthat can assistin the identificationand
justification of these resourcesSome of these include:
- writing an effective business case to support funding for haemovigilance efforts;
- conductinga strengths, weaknesses,opportunitiesand threats (SWOT) analysis, which can be used to appraise

options and to assist in decision-making;

- using driver diagrams to identify areas to improve quality and provision of services

Fig. 4.4 Category 2: Organization and coordination

Policies and procedures
Policies. Haemovigilancesystems must establish a blood safety surveillance policy to be followed by blood
establishmentsand transfusionservices Exampleresourcesfor these are availablefromWHO in the information
sheetfor national healthauthoritieson blood transfusionsafety. Otherresourcesare availablein the WHO guide
to establishing a national haemovigilance system, and can be found in this directory

Procedures. Each haemovigilance system must develop procedures that include information for blood
establishmentsand transfusionserviceson whatinformationto reportto the national system.Proceduresshould
be establishedfor how to report, the reporting forms required, where to report, and how often and when to
report adverse events or summaries thereof
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Haemovigilance reporting: examples
Haemovigilance systems should endeavour to prepare an annual haemovigilancereport These reports can
be quite simple in the early stages of system developmentand, over the years, grow to be complex, with
recommendationsfor practice improvements Included in the resourcesare publicly available sample reports
from haemovigilance systems, both national and regional, in English, French and Spanish.

References
WHO aide-mémoire

Fig. 4.5 Category 3: Haemovigilance in the donation and provision of blood and blood products

Donor adverse events
The essenceof donorhaemovigilanceis the recognition,managementand preventionof donoradverseevents
Itis essentialthat blood collectionstaffare trainedto promptlyrecognizedonorreactionsand to takeimmediate
action to prevent progression of symptoms and to treat the donor

Standardized definitions. Consistent application of adverse event definitions is essential to the practice of
vigilancein anydomain.ThelnternationalSocietyfor BloodTransfusion(ISBT), the InternationalHaemovigilance
Network (IHN), the Associationfor the Advancementof Blood and Biotherapies(AABB),and other groups have
collaboratedto develop and validate consensus definitions for blood donor reactions, adverse transfusion
reactions,donorand patientreactionseverityand imputability Haemovigilancesystems should begin by using
these defined and tested definitions

Blood collection practice
Good blood collection practices minimize reactions to donationbased on eligibility criteria (to preventdonors
with underlyingconditionsfromdonating)and phlebotomypractices At the sametime, the recipientis protected
from receiving blood from potentially infected donors or blood that is collected in such a way that it can be
contaminated during collection and subsequent processing

Donor consent. Informed consentis a pillar of best practice for any medicalintervention,including for blood
donation. Informed consentis a dynamiceventinvolvingmore than a signatureona form,andincludes ensuring
that the subject (in this case, the blood donor) understandsthe purpose, risks, and benefits of, and alternatives
to, a given procedure Informationrelated to a procedure can be providedin any number of ways, including
throughprintedmaterials,discussionsand audio-visualmedia.Documentsprovidedinclude consentformsthat
can serve as templates and model informational materials
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Donor information materials. After blood donation, blood donors should contact the blood establishment
if they develop symptoms of concern (for example, a fever, sore throat or other featuresthat may suggestan
infection)or experiencea post-donationreaction Includedhereare examplematerialsfor bloodestablishments
to inform donors of when and how to contact them, should one of these events occur

Fig. 4.6 Category 4: haemovigilance in dinical transfusion

Patient adverse events and transfusion reactions
The essence of patient haemovigilanceis the recognition,managementand preventionof adversetransfusion
reactions. It is essential that staff performingtransfusionsare trained to promptly recognizetransfusionreactions
and to takeimmediateactionto preventprogressionof symptomsand to treatthe patient The ultimatechallenge
of haemovigilance is to identify risks in order to prevent reactions

Adverseevents/reactionreporting.Reportingrequirementsmayvary dependingonthe nationalhaemovigilance

system Somesystemsrequirereportingof all adversetransfusionreactions,some requirereportingonly of serious

reactions,someonly of fatalities. Each systemmust decide the appropriatereportingthresholdand their capacity

to receivereports. If the central reporting office does not have the capacity to processand analyse all reports,

then appropriate adjustments should be made - for example, only reporting serious adverse events

- Report form templates. Properly designed adverse event and reaction report forms can assist in the
recognitionand classificationof events and may be the first step in providing data to the haemovigilance
surveillanceprogramme Transfusionreactionforms shouldincludesufficientinformationto classify transfusion
reactions,includingrecipientdemographics(age, gender,underlyingmedical conditions,relevantmedications)
andimplicatedcomponents(volumesinfused, signs and symptoms, pertinentlaboratoryresults, fluid balance,
vital signs, radiographicexaminationreportsand treatment).Formsrelatingto adverseeventsshould capture
the natureof the error or event, systemicfactors that contributedto the eventand the results of local incident
investigations Many templatesand forms are available as part of the WHO guide to establishinga national
haemovigilance system.

Adverseeventinvestigation.The investigationof adverseeventsis critical to ensuringpatientsafety, preventing
furtherharm,and maintaininga high-qualitytransfusionenvironmentThe resultsof theseinvestigationsshould
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be turnedinto educationalopportunities(withoutblame) to informsstaff of potentialrisks, to improvepractice,
and to lead to the developmentof safer systems Preventionof future adverse events should be the goal of all
investigations There are many resourcesavailablefor investigation,including root cause analysis and the “five
whys” (6).

Transfusion practice

Procedures.Establishinggood-qualitytransfusionpracticeis essentialto effectiveblood transfusion.Clinicians
and other staff involvedin the provision of blood to a patient should be well trained In this section, materials
are noted for educatingall professionalswho are involvedin clinical transfusionin importantsafety areas Staff
should be familiar with identificationand managementof transfusionreactions as well as adverse transfusion
events,includingtransfusionerrorsand near misses. Staff should be able to lead or participatein investigating
incidents, applying human factor principles, identifying systemic factors that result in errors, and taking
appropriate effectivepreventiveactions. Theseincludeensuringthat the correctblood unit is being transfused
to the correct patient, as well as monitoring for systemicfactors that lead to errors and incidents These must
be remediedthroughchangesto practice, policies, or proceduresin order to preventfuture errorsand adverse
events of the same nature

Patient blood management. Patient blood managementis based on the premise of providing the right
componentto the right patient in the right dose at the right time for the right reason. Included in blood
managementis the conceptthat sometimesthe besttransfusionis the one not given.Principlesof patientblood
managementguide transfusing physiciansin selecting the best componentto treat the patient This protects
the patient as well as the blood supply, since it reduces wastage of precious resources

Hospital transfusion committee. A peer review committee that addresses hospital transfusion policies and
practicesand that reviewsreportedreactionsis a key componentof recipienthaemovigilance The composition
and functioningof the committeeshould be defined and shouldhavethe supportof the hospital executiveteam.

Recipient materials
Consentformtemplates.Informedconsentis a pillar of ethical practicefor any medicalintervention,including
for blood transfusionto a patient. Informed consentis a dynamic event involving more than a signatureon a
form,andincludesensuringthatthe patientunderstandsthe purpose,risks and benefitsof, and alternativesto, a
givenprocedure Informationrelatedto a procedurecan be providedin any numberof ways,includingthrough
printed materials, discussions and audio-visual media.

Recipientinformationin various formats.Recipienteducationis an essential componentof recipientinformed
consent Patient educational materials can be providedin print documents, verbally, or via various media (for
example,videos). Providinginformationto patients prior to a transfusioncan enlist themas agentsin recognizing

their ownreactions Provisionof post-transfusioninformation,especiallyfor outpatienttransfusion,is important
to enable patientsto recognizesymptomsthat should promptthem to alert their health care providerand take
steps to protect themselves
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4.2 How to locate tools and resources described in this
document

As an example for how to locate resources, the following series of steps may be taken. If you need to develop a
transfusionreaction form, examplesand templatescan be found by selecting the appropriatedirectories within the

ISBT resource https://wwwisbtweborg/resources/resource-library-search/who-hv-toalstml).

1. From the main directory, select “Haemovigilance in clinical transfusion”
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4. The “Adverse events/reactionreporting”directory will appear; from there, select “Report form templates: A list of
the example forms and templateswill be in the final directory. Select as many as are needed to find a templatethat
can be modified to meet the current need

T .
Lo Adverse event/reation investigation

5. The following publicly available report form templates are among those available for download

[ EN 2020 AABB Transfusion Reaction Farm.pdf

EN 2022 HV_incident_blank.pdf

EN 2022 HV-AR-AHTR_BLANK.pdf
{5 EN 2022 HV-AR-Alfergic_BLANK.pf
l&h  EN 2022 HV-AR-DHTR_BLANK pdf

jo  EN 2022 HV-AR-DSTR_BLANK.pdf

EN 2022 HV-AR-FNHTR BLANK pdf

EN 2022 HV-AR-HTR_BLANK.pdf
8 EN 2022 HV-AR-Infection_BLANK pdf
I8 EN 2022 HV-AR-Other_BLANK pdf
l&  EN 2022 HV-AR-PTP_BLANK pdif

{8 EN 2022 HV-AR-TACO_BLANK.pdf
&) EN 2022 HV-AR-TAD_BLANKpdf

= EN 2022 HY-AR-TAGVHD_BLANK pdf

4.3 Example haemovigilance tool and its use: Plan, Do,
Check, Act (PDCA)

Thereare manytools that can be usedto addressthe adversefindingsfroma haemovigilancesystem.One of these has
been described above: the PDCA (Plan, Do, Check, Act), or Deming cycle of continuous quality improvement

4.3.1 PDCA cycle of continuous improvement

An illustrative example of such a quality improvementcycle in donor haemovigilanceis the mitigation of donor

vasovagalreactions(Fi 4.7).With the exceptionof small bruises, vasovagalreactions (VVRs)are the most common

e e
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type of donor adverse reaction. Collection and analysis of donor reaction data suggested that, especiallyin young
donors,VVRratesincreaseddramaticallyas the blood volumeof the donor decreased Some centresin the United States
of Americaimplementedrestrictionson collection of blood from such low-blood-volumedonors and demonstrated
improvementin VVR rates (7). Subsequentcycles of data collectiondemonstratedthat VVRs could be further reduced
by encouragingmuscletensingand oral salt and fluid intake during and after blood donation.Thus, successivecycles of
donor haemovigilancesequentiallyreduceddonorVVRs. A useful checklist for conductingPDCAs presentedin Box4.1.

Fig. 4.7 Sequential cycles of PDCA to mitigate donor VVRs
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+ What factors increase « Collect data from all could be taken to reduce tensing and salty
the risk of vasovagal reported donor VVR reactions after snack to enhance
reactions (VVR) after :dndudmg b implementing a lower maintenance of
donation? T emographics blood volume fimit NG central blood volume
Rge U, for young donors? R U,

S — i | H B [——
—— i Y . Y B
"% S N 4 x ."

R & <, oS

N -Proye®- . i i ~Proyeth®
* Restrict whole blood SIovEr VWRassodiated with + Does data show R + Collect data from all
donation for young + blood volume reduced YVR rates in reported donor VR
donors to those with . age young donors?
blood volume >3500ml . sex

Box4.1 Example PDCA checklist

YES | NO |

PLAN
Has any issue or opportunity related to the haemovigilance pathway been identified?

Has this issue been validated by data or confirmed by consensus of all key stakeholders?

Have all key stakeholders been invited to participate?

Have all declarations of interest been captured and plans to manage potential conflicts put in place?

Has an appropriate time been established so that all the team members can participate in the meetings?

Has the team created a goal statement of what is aimed to be achieved?

Does the goal pass the SMART test (specific, measurable, actionable, realistic, timely)?

Has a baseline measurement of the problem or issue been clearly defined?

Has a process for baseline measurement been defined: what is to be measured, by whom, and how often?

Do those collecting the measurements know exactly how and when they are to undertake the task?

Have all potential challenges been considered and identified (for example, staff development, patients, procedures, resources)?

Are the challenges written in the form of problem statements (for example, “The equipment needed is not always where it should be")?

Have the current steps in the process or pathway been identified to determine which, if any, are contributing to the problem?

Have the key causes been selected, validated with data, and then confirmed with the staff that are knowledgeable of the process or
impacted by the problem?

Has an optimal solution (step-by-step system of changes) been identified that would remove or minimize the challenges preventing
achievement of the goal?

Has the proposed process been evaluated for all possible weaknesses? Have the supportive changes to the new process been
identified (for example, staffing, equipment, resources, training)?

Is the benefit of the solution worth the cost or effort of implementing the new process? How has this been determined?
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| Has the proposed solution been validated with those knowledgeable of the process and those who are impacted by the problem -
(including leaders) who are not on the team?

| Isthere aplan and schedule to make the implementation of the solution or change run smoothly (including staffing, equipment
| resources and training)?

Have the changes, as necessary, been made to forms, procedures, facility and training?

Has the period for testing the proposed solution been identified and communicated?

| Has the plan for measuring been created, induding what is to be measured, by whom, how often, and how progress is to be
| communicated?

| Hasthe |mplementat|on plan been shared with the rest of the staff to gam their |nput and reservations?
f}[‘pogi?“ : . - .
| Are you testing the potential solution or change, if feasible?

| Are you following your measurement plan?

Are you making refinements to the solution as needed?

| Has the final solution or change been documented and implemented?

| Haveall the key stakeholders andall those who are likely to be |mpacted by this plan been |nf0rmed and feedback sought?
| Have you analysed and compared your data to your prediction?

‘ Have all results been documented accurately and dlssemmated to all key stakeholders7

Have the learnings from this improvement cycle been summarized?

| Have all the changes needed been incorporated into all relevant policies and procedures?

f: Is momtonng in place to ensure that changes |mplemented are sustamed and continue to have the lmpact as planned7

_ Note: Users are encouraged to rev:ew the list and draft a (heckhst that is apphcabie to their umque e local snuatlon

4.3.2 Application of the six Rs for continuous improvement
Figure 4.8 summarizes the “six Rs” of the haemovigilance cycle (see also section 1.4 above)

Fig. 4.8 Haemovigilance cycle: the six Rs
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An illustrativeexampleof a clinical haemovigilancecycleis the story of transfusion-relatedacute lung injury (TRALI)
(Figure4.9). The Serious Hazardsof Transfusion(SHOT) haemovigilanceprogrammehelpedidentify that TRALI was most
commonafter transfusionof plasma-richblood componentssuchas fresh frozen plasmaor platelets(8,9) (Recognize)
Data were analysed, common themes were recorded, and potential mitigating actions identified, introduced and
reported Upon tracing these blood products back to specific blood donors, it was found that the implicated donors
were usually femaleswho had been HLA/HNA? sensitized during pregnancy (Respond,Record, Report). This led the
United Kingdom blood services (and many blood services worldwide) to switch to using male donors for producing
fresh frozen plasma, resuspending pooled platelets in male plasma or in platelet additive solution and screening
femaleapheresisplateletdonorsforleucocyteantibodies(Remedy) SHOT has subsequentlydocumenteda significant
reductionin bothreportedcasesof and mortalityfromTRALI (Review) It is only throughongoinghaemovigilancethat
this risk mitigation measure was identified and implemented, and the effectiveness of this has been demonstrated

Fig. 4.9 TRALI cases reported to SHOT 1996-2020
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4.4 Documentation and data capture

Hemovigilancedata capture beginswith clear and timely documentationof adverseevents,including completionof
requireddata elements The completed documentationshould be reported, as required, to haemovigilancesystems
fordataanalysisat the appropriatelevel (local, institutional,national,and internationalhaemovigilanceactivities). The
process and mechanismof data collection may vary between countries and institutions, and frequently reflect the
organization and maturity of the haemovigilance system.

Historically, reports of adverse events were entered onto paper forms. Over time, paper forms have given way to
electronicdata capture Both mechanismshave advantagesand disadvantages Paper forms are generally simple to
completebut require physical copies of the formto be easily accessed;furthermore, fddata elements
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increases, completionbecomestime consuming In addition, to performdata analysis, data elementsfrom paperforms
must be entered into an electronic database, a process that is also time consuming and potentially subject to error

There are several advantages to implementing electronic data capture in haemovigilance systems including data
accuracy, streamlining operational processes, bypassing double entry (once onto the paper form and then again
into an electronicdatabase)and minimizing the need for physical storage space. Such a system saves on paperwork
managementtime, whilst reducing paper usage and producingless waste While the initial costs of developingnew
electronicdata capture systemscan be high, there are severalinexpensivedata collectionsystemsavailablecurrently.
Haemovigilance systems in early stages of development can potentially explore such inexpensive electronic data
collecting systems and implement it right from the start

Box 4.2 provides helpful hints

Box 4.2 Helpful hints

Start with a minimal data éet: when data collection first begi‘ns‘in‘a new haemovigilance system, there is a tendken‘cy‘to ask for
_too much information; this can result in low reporting rates, reporting fatigue, and errors or delays in dataentry.
 Check boxes and predefined options are preferred over “free text” options, to help with the subsequent data analyses.
 Choose the system that works for you — there is no single system that suits all situations,

v

AN

A. Use of mobile apps in haemovigilance

Smartphonesand other mobile devices presentan opportunityfor national regulatoryauthoritiesand haemovigilance
centres to collect safety reports directly from health care professionals,donors, patientsand the publicas a form of
electronicdata capture Web-basedformsand mobile devices offer a platformfor developingreal-timehaemovigilance
systems that can enable near-instantaneous transmission of patient safety information at the point of need, and
potentially improve health outcomes

B. Electronic data entry

Data can be entered directly onto an online form that is emailed centrally or completedon a surveillance website
Typically, moredataare requestedat this stage of data gathering Electronicdata transferfromone systemto another,
use of barcodes,and other featureshelp offset the burden of data capture Advanceddatabasescan be addedto the
back end, allowing for more robust analysis

Oneexampleof such a systemfor reportingand managinghaemovigilancedatais the e-Fit tool usedin France Since
the introductionof haemovigilancein 1994, the reportingtools availableto the Frenchhaemovigilancenetworkhave
continuedto evolve Initiallyin paperformatand thenin a rudimentaryelectronicapplication,the reportingof adverse
events in recipients has been done since 2004 in a secure electronic application (e-Fit).

C. Paper forms

While electronicsubmissionis the preferredmethod, the use of paperrecords,includingthose submittedby facsimile/
fax or mail, is often the initial method for data capture Paper-based data collection can be an important step in
validating the critical data elementsthat need to be collected and can providea record of the data that can later be
enteredinto an electronichaemovigilancedatabasefor analysis,evenif such a databaseis simply an Excel file. Paper. -
records can also be stored (archived) or transcribed
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Since paper forms are completed manually, it is important to limit how many data elements are requested Data
captureshouldfocus on demographicdata (gender,age or date of birth), while avoidingpersonalizedinformationas
muchas possiblefor confidentiality Dataelementsshouldbe well definedand harmonizedto internationallystandard
definitions and structures, to the extent possible
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A successful haemovigilancesystem is complex and takes time to develop Many large successful systems started
small, based on the dedicationof a few practitionerstoimprovingblood donorand transfusedpatientsafety. Building
a business plan that includes results from a preliminary data collection exercise from a pilot programmeoften helps
to engagekey stakeholdersand champions The importantthing is to get started with a well-definedprojectthat can
be reasonablyachieved and, in the end, will have a clear set of deliverablesthat can be measured to demonstrate
improved overall blood safety

The resourcesidentifiedin this documentare located at https://wwwisbtwehorg/resources/resource-library-search/
who-hv-toolshtmland are not exhaustive

WHO, the InternationalHaemovigilanceNetwork (www.ihn-orgcom), the Notify Library (www.notifylibraryorg), the
InternationalSociety of Blood Transfusion(www.isbtwehorg) and many existing national haemovigilancesystemshave
haemovigilanceresourcesthat are regularlyupdated Manyarefreely availablefor use and adaptationand areavailable
in the peer-reviewedliterature We encourageyou to review them and the resourcesreferencedin this document,as
they can providevaluableformalguidancefor ministries of health, blood establishments hospitals,and individualsin
preparing to establish or improve a national, regional, or local (institutional) haemovigilance system.

The haemovigilancecommunity s full of people and groups willing to share ideas, materials and lessons learned.
Please do consider joining professionalor scientific groups to become an active memberof a committeeor working
party focused on haemovigilance;this will help connect you to the wider communityand provide opportunitiesfor
sharing ideas, experiences and resources
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Survey in English
Haemovigilance survey questionnaire

TheWorld HealthOrganization(WHO) has establisheda workinggroupon“HaemovigilanceTools”as an activity under
the Action Frameworkto Advance Universal Accessto Safe, Effectiveand Quality-AssuredBlood Products2020-2023
(Action Framework).

Under the Action Framework, WHO has prioritized effective blood safety surveillance/haemovigilancesupportedby
comprehensive and accurate data collection systems within one of the six strategic objectives

Towards this objective WHO seeks to develop a guidance document on stepwise development of a national
haemovigilancesystemfor use in Member States. The documentis intended to build upon the 2016 WHO guidance
entitled “A Guide to Establishing a National Haemovigilance System” moving from “what to do” to “how to db it

The WHO working grouprequestsresponsesto the attached surveyto help focus the work of this group In order to
capturea broad range of perspectives,the surveyis being distributedconcurrentlythrough the WHO Regional Focal
Points and the International Society of Blood Transfusion (ISBT) to policy makers, professionalsworkingin the field,
and other stakeholders

This survey is distinct from GDBS. The results will remain confidential and will be used solely for developmentof
haemovigilance tools

Kindly provide your responses to this digital survey by 10th January 2021.

Note:

Haemovigilanceis a set of surveillance procedures covering the entire transfusion chain, from the donation and
processingof blood and its components,to their provisionand transfusionto patientsand their follow-up Itincludes
the monitoring, reporting, investigationand analysis of adverse events related to the donation, processing and
transfusionof blood, and taking actions to preventtheir occurrenceor recurrence (A guide to establishinga national
haemovigilance system, WHO 2016).
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Details of the person/organization submitting the response to the questionnaire

Country

Organization and management

1. Is there an organized haemovigilance system in your country?

" Jyes [ InNo

If your answer is YES to the Question 1:

Atwhat level is the data aggregated?
L National
L] Regional

Is the government involved?

] Yes
L] No

Is reporting...

[ | Voluntary

| Professionally mandated

[ Governmentally mandated

L | Mixed (e.g. mandated for serious events and voluntary for others)
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If your answer is NO to the Question 1:
Is there a national scientific/professional society for blood transfusion in the country?

IYes
INo

Is there a central point for the co-ordination of blood transfusion policy and activity in the country?

" IYes
INo

Major challenges, constraints and strategies
2. What are the primary challenges and barriers to implementing a Haemovigilance system in your country?

|| A. Need for dedicated financial provision/financial constraints/limited financial resources
|| B. Need for organizational structure/governing body/central reporting authority

L C. Need for government oversight

"1 D. Need to identify all stakeholders/service providers and bring them common comprehensive system
| E. lack of trained personnel

| F. Unavailability of technical/subject expertise for setting up of haemovigilance system
|| G. Lack of country specific reporting formats and guidance document

| H. Lackof centralized comprehensive digital data capture system

1 1. Unwillingness to participate /report in Haemovigilance

"1 ). Lackof statistical and analytical tool

K. Other (please mention)

3. Please identify the top 3 priority areas for haemovigilance technical support and/or capacity building in your country
(tick the box for any (3) of the following):

| A. Financial

| B. Organizational/administrative

| € Legal framework

"1 D. Country specific quideline and guidance document creation
| E. Educational: technical/manpower skill development

| F. Infrastructural support/technology upgradation

"1 G. Networking

__| H. Statistical and analytical tools

. Other (please mention)
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4. Please identify the top 3 priority tools that would help implement a haemovigilance program in your country
(tick the box for any (3) of the following):

__| A. Standard and validated definitions

__| B. Guidelines/guidance documents

| C. Educational and training modules

1 D. Certified technical expertise

| E. Standardized reporting formats

| F. Data capture system

"] 6. Statistical and analytical tool

__| H. Organizational structure for networking
L] 1. Other (please mention)

5. For your country’s three top priority tools, what format would be preferred (respondent can select multiple formats
for the 3 selected top priority tools; place tick mark in the table):

TOOL
Poster Document Video

. Standard and validated definitions

. Guidelines/guidance documents

. Educational and training modules

. Certified technical expertise
Standardized reporting formats

Data capture system

. Statistical and analytical tool

. Organizational structure for networking

Oodooodgn
Oogooodgn
Oogooogn

T oo m MmO

If any other tool and format of the tool is anticipated, please specify
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6. Is there anything else you would like the WHO haemovigilance tools working group to know about your country and its
needs regarding implementation of haemovigilance?

Scope and coverage (optional follow-up questions if data are readily available)
7. Please provide the scope of Haemovigilance (if any) in your country:

7A. Does the system include collection of data on blood donor-related adverse events/adverse reactions?
_lves  [] NO(goto7B)

If your answer is YES to 7A Optional follow-up questions if data are available:
a. Do all blood collection centers participate?
[ YES(goto7B) [ ] NO(goto7A.b)

b. What percentage participate, if any?
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7B. Does the system include collection of data on recipient-related adverse events/adverse reactions?
| YES(goto7B.a) [ NO (end of the Questionnaire)

If your answer is YES to 7B Optional follow-up questions if data are available:

a. Do all hospitals participate?

L ] VES(goto7Bb) [ | NO(goto7B.c)

b. Has the data of adverse reactions of transfusion been integrated into the hospital information system?

Thank you for your contribution!
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