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Haemovigilace 

Haemovigilance is the set of surveillance procedures covering 

the entire blood transfusion chain, from the donation and 

processing of blood and its components, through to their 

provision and transfusion to patients, and including their follow-

up. It includes the monitoring, reporting, investigation and 

analysis of adverse events related to the donation, processing 

and transfusion of blood, and taking action to prevent their 

occurrence or recurrence. The reporting systems play a 

fundamental role in enhancing patient safety by learning from 

failures and then putting in place system changes to prevent 

them in future. 
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Haemovigilance (IHN) 

• A set of surveillance procedures of the 

whole transfusion chain intended to 

minimize adverse events or reactions in 

donors and recipients and to promote 

safe and effective use of blood 

components. 
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Haemovigilance 

ADVERSE EVENTS 

ADVERSE REACTIONS 

BLOOD 
DONOR 

PATIENT 

COMPLICATIONS IN 

DONORS 
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Haemovigilance 

„SEVER“ SAE = any untoward occurrence associated with 

the collection, testing, processing, storage and distribution of 

blood or blood components that might lead to death or life– 

threatening, disability or incapacitatiy conditions for patient 

or clinical results in, or prolonged hospitalisation or 

morbidity. 

  

„SEVER“ SAR = An unintended response in a donor or in 

patient that is associated with the collection, or transfusion of 

blood components that is fatal, life-threateing, disabling or 

incapacitating, or clinical results in or prolonged  

hospitalisation or morbidity.  
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Goals of haemovigilance 

= the overall aim of 

Haemovigilance is to improve 

transfusion safety 
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 COMMISSION 

DIRECTIVE 2005/61/EC 

 

of 30 September 2005 

 

implementing Directive 

2002/98/EC of the 

European Parliament 

and of the Council as 

regards traceability 

requirements and 

notification of serious 

adverse reactions and 

events 

 

(Text with EEA 

relevance) 



The network of Haemovigilance 

system in Slovenia 

• JAZMP - Agency for Medicinal Products 

and Medical Devices of the Republic of 

Slovenia  

• Haemovigilance Service (BTC of Slovenia) 

• Hospitals, Blood establisments, Hospital 

Blood Banks 

• Doctors, Medical staff 

• Patients – recepients of Blood components  
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Registration and Reporting  
of adverse reaction / events 

• Form for registration of adverse 

reactions (M.D / Hospital) 

• Form for reporting of adverse reaction 

(M.D. / transfusion medicine specialist) 

• Form for rapid reporting of serious 

adverse reactions / events 

• Form for yearly report 
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Haemovigilance policy 
information channels 

Hospital MD 

JAZMP 

Reports of serious reactions / events 

Haemovigilance service 

Reports of adverse reactions  

Specialist in transfusion medicine 

Blood establishment, Hospital blood Bank 

Hospital MD 

Registration of 

transfusion reaction 
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HAEMOVIGILANCE / DATA   

• SAR - patients 

• SAE 

• SAR – Blood donors 
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PATIENTS / recipients 

transfused  

Haemovigilance_MZ_jun2018/MB 



1.Form for registraton 

of adverse reactions 
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2. Form for 

reporting of 

adverse 

reactions on a 

yearly basis 

to JAZMP 

(competent 

authority) 



Reporting to JAZMP 

• Severe adverse reactions in 

patients (SAR) who recive 

blood 

• Severe adverse reactions in 

blood donors 

• Severe adverse events 

 

 Annual report / all SAR (patients blood donors) 

and all SAE 

registration 

within 24 

hours  or  

as soon as 

possible 
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Adverse acute reactions / patients : 
(within 24 hours after transfusion) 

Type of reaction Description Presentation 

Acute hemolytic Rare reaction, red cell incompatibility Chills, fever, hemoglobinuria, hypotension, 

renal failure with oligouria, DIC, back pain, 

anxiety 

Allergic Common reaction to transfusion, antibody to 

donor plasma proteins 

Urticaria, pruritus, flushing 

Anaphylactic Rare reaction, antibody to donor plasma 

proteins (including IgA, haptoglobin, C4, 

cytokines) 

Hypotension, urticaria, bronchospasm, local 

oedema, anxiety 

Febrile, nonhemolytic Common reaction to transfusion, accumulated 

cytokines in platelet unit, antibody to donor 

WBCs. 

Fever, chills, headache, vominting 

Sepsis Rare, bacterial contamination Fever, chills, hypotension 

  

TRALI 

 

Rare reaction, WBC antibodies in donor 

(occasionally in recipient), other WBC-

activating agents in components  

Hypoxemia, respiratory failure, hypotension, 

fever, bilateral pulmonary oedema 
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Adverse acute reactions /patients: 

TACO Circulatory  volume 

overload 

Dyspnea, orthopnea, cough, 

tachycardia, hypertension, 

headache 

TAD 

 

Rare transfusion reaction, 

pulmonary distress 

dyspnea 

Hypotension Rare transfusion reaction, 

hypotension associated with 

ACE inhibition 

hypotension 
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Adverse delayed  reactions / patients 
24 hours after transfusion 

Delayed hemolytic Rare transfusion reaction, most delayed 

hemolytic reaction are unnoticed, reaction 

of recipient`s antibodies to donor`s antigens  

Lower Hb, positive DCT and ICT, clinical 

and laboratory signs of haemolysis 

TA-GvHD 

 

Rare transfusion reaction, donor 

lymphocytes engraft in recipient and mount 

attack on host tissue 

Erythroderma, maculopapular rash, 

anorexia, nausea, vomiting, diarrhea, 

hepatitis, pancytopenia, fever 

PTP Rare transfusion reaction, recipient platelet 

antibodies destroy autologous platelets 

Thrombocytopenic purpura, bleeding 8-10 

day after transfusion 

Transmission of viral infection Rare transfusion reaction, transmission of 

HBV, HCV, HIV, CMV, ect. 

/ 

Iron overload Rare transfusion reaction, patients with 

multiple transfusions (more than 100) 

High levels of iron, diabetes, cirrhosis, 

cariomyopathy 

Immunomodulation  Immune response to foreign antigens on 

RBCs 

/ 
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ADVERSE 

REACTIONS 2016 
Patients 

NTR Reports 2016 Reports 2017 

TRALI 2 0 

TACO 11 5 

Allergic 52 34 

Anaphylactic 5 0 

NHFTR 60 38 

Virus tr. 3 1 

TAD 1 1 

Other 1 2 

Sumary 135 81 
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Recipients / transfused /  

adverse reactions / blood 

components 

Year RED BLOOD CELLS   PLATELETS PLASMA 

2014 0,94 1,34 1,13 

2015 0,93 1,67 1,06 

2016 1,07 0,90 1,13 

2017 0,58 1,55 0,67 
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Adverse reactions by 

Imputability 
Imputability NTR 

3 14 

2 25 

1 42 

0 5 

PRIJAVA NE ELENIH U INKOV TRANSFUZIJE KRVIŽ Č
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(1) Possible 

(2) Probable 

(3) Definite 



Adverse reactions by 

Severty 
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2 Takojšnjo pojavljanje
znakov z življenjsko
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3 Dolgotrajna
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4 Smrt skupaj

prijava

potrditev

(0) Non severe 

(1) Severe 

(2) Life threatening 

(4) Death  
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Adverse reactions /  

hospitals 2014–2017 

Hospital 1 2 3 4 5 6 7 8 9 10 11 12 

2014 52 10 8 6 0 2 1 2 19 0 4 14 

2015 54 8 13 4 4 5 7 0 15 0 1 8 

2016 67 7 11 4 1 3 0 3 15 0 4 14 

2017 
40 6 6 1 1 1 1 3 14 1 6 6 
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Hospital 1 2 3 4 5 6 7 8 9 10 11 12 

Št. reakcij na 1000 

izdanih komponent 
1,17 1,35 1,8 0,93 0,44 0,99 0 2 0,7 0 1,32 1,48 
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 Adverse events 

SHOT 

Classification 

Slovenian 

legislation 

SAE 
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 Adverse events  

[1] Summarised by SHOT classification 2015 

A. Incorrect blood component  transfused 

B. Transfused Blood Component does not meet the standards  

C. Wrong handling with blood component outside the transfusion  

D. Near miss 

E. Adverse events  within collecting, processing,  storage and distribution of 

blood products     
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 Adverse events 

A. Incorrect blood component  transfused 

 Transfused  blood components was  intended for different patient (match or miss 

match in blood group) 

 Transfusion of wrong blood component  (match or miss match in blood group) 

 Miss match transfusion because of wrong blood in the tube (WBIT) 

 Miss match transfusion because of laboratory mistake 

 Miss match transfusion because of mistake with issuing blood component 
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 Adverse events 

B. Transfused Blood Component does not meet the 

standards  

 

 Inadequate CMV status 

 Blood component was not irradiated  

 Inadequate antigen blood for patient with known antibodies 

 Inadequate HLA platelets for patient with known anti-HLA antibodies 

 Transfusion of too old blood component 
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Adverse events 

C. Wrong handling with blood component outside the 

transfusion  

 

 Interrupted cold chain 

 Inadequate storage of blood component in hospital department 

 Too long transfusion 

 Wrong identification of patient before transfusion 

 Use of wrong transfusion system 

 Transfusion after 72 hours after issuing blood component 

 Urgent transfusion of 0 RhD negative blood component when there was an 

adequate cross matched blood unit waiting in transfusion institution 

 Application of drugs or incompatible fluids on the same blood line as 

transfusion 
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 Adverse events 

D. Near miss 

 Inadequate ordering of the blood unit (administrative mistake) 

 Wrong interpretation of bed-side test 

 Wrong blood in the tube 

 Laboratory mistake 
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Služba za hemovigilanco  ZAVOD RS ZA TRANSFUZIJSKO MEDICINO 

Obdobje poročanja od 1. januarja do 31. decembra 2017 

Skupno število enot predelane krvi in komponent krvi:      188.255 

Hud neželen dogodek, ki je vplival 

na kakovost in varnost 

komponente krvi zaradi 

nepravilnosti pri: 

Skupno 
število 

Specifikacija* 

Napaka 
izdelka 

Napaka v 
opremi 

Človeška 
napaka 

Drugo 
(navedite) 

zbiranju polne krvi 6       6 
(5,6,7,8,17,18) 

aferezi           

testiranju dajalcev 1   1 
(19) 

    

predelavi           

skladiščenju           

razdeljevanju 1     1 
(12) 

  

materialih           

drugo (navedite) 11   1 
(4) 

5 
(1,2,3,10,13) 

5 
(9,11,14,15,16) 

DEL C 

Obrazec za letno obveščanje o hudih neželenih dogodkih 
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Near miss No. 

Pomanjkljiva naročilnica, vzorec, administrativna napaka 683 

Napačno orientacijska določitev KS na oddelku 256 

Napačna kri v epruveti 16 

Napaka v laboratoriju 110 

Izdaja napačne komponente/izvida 20 

Oprema 11 

Napaka v informacijskem sistemu 18 

Total 1.114 

Near miss 2017 
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Local reactions / blood donors: 

IHN, Standard for survellance of complications related to blood donation; Donor vigilance, december 2014 

Vessel damage 
Common Rare 

Haematoma Deep venous thrombosis 

Arteria puncture Arteriovenous fistula 

Delayed bleeding (leakage of blood from 

venipuncture site after the initial bleeding has 

stopped) 

Compartment sydrome 

Pseudoaneurysm 

Nerve injury Injury or irritation of a nerve with a nidle 

 

Nerve irritation (injury rare) because of 

haematoma 

 

Nerve irritation (injury rare) because of local 

infection 

Inflammation Thrombophlebitis 

 

Cellulitis 

 

Allergic Localised allergic reaction 
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Generalized reactions / blood donors: 

IHN, Standard for survellance of complications related to blood donation; Donor vigilance, december 2014 

Vasovagal reaction 
With or without loss of consciousness 

With or without other complications (convulsions, urinary or faecal incontinence) 

With or without injury 

Complications related to 

apheresis 
Citrate reaction 

Haemolysis 

Air embolism 

Anaphylactic reaction 

Other complications 
Acute cardiac symptoms 

Miocardial infarction 

Cardiac arrest 

TIA 

Cerebrovascular accident 

Death 
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No. of reaction / Blood 

donations in 2011-2017 

Blood donors 
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No. of reaction / Blood 

donations in 2011-2017 

Leto 2011 2012 2013 2014 2015 2016 2017 

No. of donation 100.944 96.062 93.636 88.700 88.200 90.450 89.316 

No. of reactions 578 841 685 1030 1230 1127 988 

R/1000 donations 5,73 8,58 7,32 11,61 13,95 12,46 11,06 

Blood donors 
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Adverse reaction / Blood 

donors  

Vessel damage 

Hematoma 70 

Puncture of arteria  1 

Nerve injury 5 

Vasovagal reaction 758 

Complications of apheresis  

Citrate reaction 89 

Vasovagal reaction 23 

Hematoma 42 

total 988 
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Annual report of SAR / SAE  

• 31 countries (28 EU member states, Ireland, 

Liechtenstein, Norway) 

• 25 milion units issued 

• 1349 SAR 

• 25 deaths (not directly attributable to quality/safety of 

blood components but rather to clinical practise) 

• 2338 SAE (due to human error, reporting rates vary 

considerably between countries). 
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SAR / blood components 

No. 

811 Related to red blood cells 

310 Related to platelets 

170 Related to plasma 

1 Related to whole blood 

57 Related to more than one blood 

component 
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1349 SAR 
  

 Anaphylaxis/ hypersensitivity:     453 cases 

 Febrile non-haemolytic transfusion reaction (FNHTR):   357 cases 

 Transfusion associated circulatory overload (TACO):   185 cases 

 Immunological haemolysis: 172 cases, of which 
 

O 78 cases due to ABO incompatibility and 

O 78 cases due to other alloantibodies 

O 16 Delayed haemolytic transfusion reaction 
 

 Transfusion associated dyspnoea (TAD):   53 cases 

 Transfusion related acute lung injury (TRALI):  48 cases 
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1349 SAR 
 

 Transfusion transmitted infections: 34 cases, of which 

 

O 17 bacterial infection, and 

O 17 viral infectionof which  

 9 were hepatitis E,  

 3 hepatitis C,  

 2 HIV,  

 2 hepatitis B,  

 and one Cytomegalovirus 

 

 Hypotension:      11 cases 

 Non-immunological haemolysis:    7 cases 

 Posttransfusion purpura:     5 cases 

 Hypertension:      4 cases 

 Circulatory disorders (other than circulatory overload): 1 case 

 Other:       19  
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 10 were associated to immunological 

haemolysis(5 due to ABO incompatibility 

associated to red blood cells transfusion) 

 8 were associated with TACO  

 5 were associated with TRALI  

 1 was associated with bacterial transmission,  

 1 was reported under the “other”  
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Deaths / SAR 



•Whole blood collection:  449  SAE (19.2 %) 

•Apheresis collection:   43 SAE (1.8 %) 

•Testing of donations:   149 SAE (6.4 %) 

•Processing:    124  SAE (5.3 %) 

•Storage:    276  SAE (11.8 %) 

•Distribution:    328  SAE (14.0 %) 

•Materials:   17  SAE (0.7 %) 

•Other activity steps:   952  SAE (40,7 % of reported SAE) 

SAR  
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