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The term hemovigilance is derived from the Greek word
‘hema’ = blood and the Latin word ‘vigilans’ =
watchful.

Hemovigilance is defined as a set of surveillance
procedures covering whole transfusion chain from the
collection of blood and its components to the follow up
of its recipients, intended to collect and access
iInformation on unexpected or undesirable effects
resulting from the therapeutic use of labile blood

products, and to prevent their occurrence and
recurrence
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MANAGEMENT ALGORITHM OF TRANSFUSION
ADVERSE REACTION IN HOSPITALS

' 1. STOP TRANSFUSION
2. CONTACT WITH PHYSICIAN AND
LEVEL | 0 TRAINED NURSES REPORT THE SIGNS & SYMPTOMS
3. COMPLETE ADVERSE REACTION

FORM of TRANSFUSION

@ @ 1- EVALUATE ADVERSE REACTION &

GUIDE THE NURSES
2- COMPLETE THE REST OF

ADVERSE REACTION FORM
3- DETERMINE THE ETIOLOGY
4- CONSULT WITH CONSULTANT

PHYSICIAN IF NECESSARY

5-FAX THE FORM TO
HAEMOVIGIANCE OFFICE

1- DETERMINE OR CONFIRM THE
ETIOLOGY OF ADVERSE REACTION

HAEMOVIGILANCE

8 Hours
AT DOCTORS

- 24 hours

CONSULTANT
PHYSICIAN

@ 1- ANALYSE THE REPORTED ADVERSE
REACTION AND ISSUE THE RESULT TO
HEALTH MINISTERY
2- DETRMINE CORRECTIVE ACTION FOR
PRVENTION OF ADVERSE REACTION
3- SUPERVISION FOR CORRECTIVE ACTIONS

HAEMOVIGILANCE

48 hour CENTRAL OFFICE
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v The pioneering of hemovigilance France in 1994 setup of Blood
Transfusion Committees and a national hemovig .System

v In 1998 European Hemovigilance Network (EHN) established

v United Kingdom (Serious Hazards of Transfusion [SHOT]),

v Canada (Transfusion Transmitted Injuries Surveillance System
[TTISS]),

v Netherlands (Transfusion Reactions in Patients [TRIP]),

v Japan, Russia, Switzerland, and the United States of America
has provided insight into various measures, which can improve

blood safety.
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At present, on global scale an International Hemovigilance

Network (IHN) is functioning which evolved from European
Hemovigilance Network (EHN). The aim of IHN is to develop

and maintain a joint structure relating to the safety of blood and

blood components and of hemovigilance in blood transfusion

and transfusion medicine throughout the world. The IHN in

coordination with International Society of Blood Transfusion
(ISBT) working party on hemovigilance proposed standard

definition for hemovigilance system (2011).
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Different Models Hemovigilance

now in many European countries, USA, Canada, South Africa a
re performed. Basically the existing systems can be classified
according to:

1.Their legal status: mandatory vs. voluntary.

2. Their field of application: all events vs. very serious reactions

In the patient,

3. Their organisation: strictly centralised vs. decentralised

Company name
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» |dentification of transfusion-transmitted infections
-Traceback and lookback activities
- Post-transfusion screening (low yield)
- Matching recipient database with reportable disease

databases
» Incidence of adverse transfusion events
- Serious only UK SHOT
- All French Hemovigilance System

» ldentification of long term effects of transfusion
»Matching databases
- Recipient with death registry
- Recipient with tumor registry
- Recipient with hospital discharge database



Modern Hemovigilance

Recipient Process Donor
0 1AR 1 0 1AE
Recipients Processes / Products Donors

continuous improvement of transfusion safety



Control of Vein To Vein

EbgIbiI

Donor

administration

odification:
80, Irradiation,
leukocyte

Compatibity Monttor
and follow

up

Infectious

v v
Blood

Look-back utilzation
redlew

Transfusion
outcome

Product Recipient

&
-~

v

Blood collection establishment
<
Hospitals and clinics

2



The regional level

National level

organization of haemovigilance

organization of blood transfusion

information transfusion reactions

traceability

annual report

Local level




Samples of Types of hemovigilance sys.

Hemovigilance

1994
Confidential

Mandatory

Non-punitive

All reactions

Hemovigilance

2002
Confidential
Voluntary

Non-punitive

All reactions

TRIP
2002
Confidential
Voluntary

Non-punitive

All reactions

TTISS
2002
Anonymous
Voluntary

Non-punitive

Only serious
reactions




Reporting in hemovigilance systems

UK

Canada

Ireland

France
Netherlands

Québec

0.20

0.31

1.22

2.83

2.90

7.07

Serious reactions
+ IBCT

Serious reactions
not IBCT

Serious reactions
+ IBCT

All reactions

All reactions

All reactions

Voluntary

Voluntary

Voluntary

Mandatory
Voluntary

Voluntary



Fatal events definitely, probably or possibly related to transfusion in 2004-2005

Relationship to transfusion

Possible Probable Definite Total
N % N % N To N %

Deaths related to blood components

Bacterial contamination - - - - 1 100.0 1 7.7
TACO 3 10040 - . - - 3 23.1
Hemachromatosis - - 1 100.0 . - 1 7.7
Hemolytic reaction: delayed 1 1000 - - - - 1 7.7
TRALI 2 40.0 1 2.0 2 40.0 5 385
Deaths related to plasma derivatives

Hemolytic reaction: acute - - - - 1 100.0 1 7.7
Thrombotic event 1 1000 - - - - 1 7.7
Total 7 53.8 2 154 4 30.8 13 100.0




1IN

Sending complications from blood transfusion by the online system

-Iranian Society
of Pathology
Iranian
Pediatric
Hematology &
Oncolozy
Iraman
Sdentific
Assodation of
Pediatric
Hematology &
Oncology,
Iranian
Pediatric
Hematology &
Oncology
Society
Iranian
Assoaation of
Chnical
Laboratory
Doctors
Iranian
Scientific
Assodation of
Clinical
Laboratory
Iranian Blood
Transfusion
Association
Research center
of IRTO
Iranian
Laboratory
Hematology
Associauon

Hospital

Hemovigilance ........

Committee

A4

i:>¢ ____________________ T
@ncial Blood Transfusion Organization

National Hemovigilance Information System

National Blood Transfusion Organization

National Hemovigilance
Committee

National Level

( Goals

-Policy-making and befter
allocation of financial resources,
health plannmeg for blood donors
and redpients,

- Evidence-based care planming,
-Monitoering of blood and bloed
product supply chain,

- Preparing statistical reports en
transfusion-related umwanted
events, blood processingand
transfusion, and measures for
prevenfing complications

% A
Provincial Hemovigilance

Committee

------------------------

centers

Blood transfusion

Blood Donation Center

Province Level

City level

Analyzing data onblood transfusion complications andprovide reports and feedbac Y




Transfusion reactions: A retrospective analysis of
the Iranian national hemovigilance system (INHS)
data

Transfusion and apheresis science : Volume 59, Issue 4, August 2020

This retrospective study was carried out in the
Iranian blood transfusion organization (IBTO)
during a period of five years (2014-2018). All TRs
reported to the Iranian national hemovigilance
system (INHS)



Materials and methods
In Iran, a national haemovigilance system namely the

Iranian national hemovigilance system (INHS) was
established in 2009 and implemented in 50 hospitals as a
pilot plan. In 2012, the implementation of INHS became
mandatory in all hospitals of country by order of the ministry
of health and medical education (MOHME). Up to March
2019, this system was implemented in 798 (85 %) hospitals.



Results
A total of 20,062 TRs were reported to the INHS from 2014 to

2018. The annual reported numbers of TRs were as follows:
2612 cases in 2014, 3418 cases in 2015, 4039 cases in 2016,
4715 cases in 2017 and 5278 cases in 2018 The overall

frequency of TRs was 0.14 %. The most common TRs were

allergic (42.51 %) and febrile non-hemolytic reactions (37.17
%), respectively. The frequency of TRs to red blood cell
(RBC) components was significantly higher than those to the

components of platelet (PLT) and plasma (P < 0.05).



Conclusions
In the present study, the frequency of TRs was relatively low

(0.14 %) and the majority of them were allergic and febrile
non-hemolytic reactions. The recording and reporting of all
occurred TRs, the implementation of INHS in all hospitals
and the continuity of specific educational courses to
physicians, nurses and blood banking staff, as well as the
use of an online reporting system will help to improve the

hemovigilance in Iran.



Errors and Near-Misses
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