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ABSTRACT 

Blood transfusion plays an essential role in the development of health 

and saves many lives. Hemovigilance system is the program which 

ensures the transfusion security by monitoring each step of transfusion 

process from donor to recipient. The ultimate object of hemovigilance 

system is enhancing the quality and security of transfusion therapy. 

This article briefly describes about the hemovigilance program of 

India. 
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INTRODUCTION 

Blood transfusion is a frequent and essential life-saving medical 

technique that is usually viewed as secure when performed exactly. It 

is a Frequently used therapy among seriously sick patients to cure a problem that is causing 

significant morbidity or death and cannot be ignored or controlled by other methods. It is a 

phenomenon that can provide both advantages and disadvantages the recipient. A transfusion 

response is defined as any adverse event (AE) which finds in an individual during or after the 

blood transfusion and its elements and for this, no other clarification can be determined. 

These AEs are mostly non-infectious in origin and might occur instantly. AEs might be 

slight, average, crucial, or life-threatening, depending on the severity and suitable  therapeutic 

intervention.
[1] 

The International Hemovigilance Network (IHN) defines hemovigilance (Hv) 

as "a set of surveillance procedures covering the entire transfusion chain (from the sampling 

of blood and blood products to the follow-up of recipients) intended to collect and assess 

information on unexpected or undesirable effects resulting from the therapeutic use of 
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variable  blood products, and to prevent their occurrence or recurrence”. As the term Hv is 

derived from the combination of two uniquely found Greek words i.e., ‘Haema’ which means 

blood, and a Latin word ‘Vigil’ which means watchful.
[3,4]

 Hv is examined to be a part of 

vigilance which contain some analytical procedures that help regulate  the quality of blood 

transfusion including observing, reporting, investigating, and scanning.
[5,6]

 It is not only 

restricted to processing but it also includes the events related to blood donations, processing 

while transfusion of blood, and also takes some distinct prevention steps such as the Hv.
[7,8]

 It 

is considered to be the latest way of transfusion across the world as it possesses indispensable 

security and quality during blood transfusion.
[9] 

So, Hv can better be defined as the set of 

collected together surveillance or as an assembly of surveillance strategies that covers all the 

relevant procedures that relate to severe AE or unpredicted events i.e., from the assembly of 

blood and its components to the following up of the donors.
[10,11]

 All of these are intended to 

gather and spread knowledge on unfavorable outcomes associated with the medicinal usage 

of variable blood transfusions, as well as to avoid its existence and repetition.
[12,13]

 So, Hv is 

regard to be a surveillance system that is essential in detecting and analyzing the AEs and 

their associated reactions in the occurring blood transfusion chain by enhancing blood 

security. As a result, the true objective of a Hv is to increase blood transfusion efficacy. As 

these are widely accredited across all the analytical procedures that assured the quality of 

blood and its components regarding the development of health to rescue the patient’s life 

during acute emergencies.
[14-16]

 Figure 1 is appearing the organogram of Hv. Hv is considered 

to be an advancing field in medical science that support in blood transfusion as its 

introduction is currently considered to be an integral part of blood protection across the 

world.
[17]
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Medical Ward : Adverse reaction noted by the physician. 

Medical Ward : Documentation in Form No.1 

Medical Ward : Send clotted blood sample to Biochemistry Lab . For renal function test ( creatinine , 

urea & electrolytes ). Liver function tests (ALT, AST , bilirubin) 

Medical Ward : Send post transfusion blood in special blood culture bottles to microbiology , Lab . 

Department of transfusion medicine : to further investigation the transfusion reaction as per the 

transfusion reaction work up form, document the finding , compilation of the reports from other 

departments & reporting results& inferences to the respective medical ward. 

Department of transfusion medicine: Assess the imputability level of the transfusion reaction in 

coordinating with the attending physician of the respective medical ward. 

Department of transfusion medicine: Enter the details in the transfusion reaction 

traceability document & intimates the technical associate PvPi 

Technical associate PvPi : Enter the information as per the transfusion reaction 

reporting form for blood & blood products & submit it to Haemovigilance Centre , NIB. 

Medical Ward : Fill up form No.2 & forward the form & send blood bag, transfusion set, post-

transfusion sample to Department of Transfusion Medicine for further investigation including 

report ABO & Rh (D) grouping , repeat antibody screen & cross match, direct antiglobulin test.  

Medical Ward : Send EDTA & citrated blood sample & urine sample of the patient to Hematology 

Lab for complete blood count (CBC), Plasma hemoglobin, urine hemoglobin , Coagulation screen . 

 
 

HISTORY 

In France, ground-breaking work on Hv began in 1994 with the advancement of governance 

mechanisms by Blood Transfusion Committees and the upgrade of a nationwide Hv 

program.
[18]

 Later, in the year 1995, it came intending to upgrade public confidence regarding 

their security and efficacious blood supply, a resolution was published by the European 

Council to expand the safety of clinical blood transfusion services in Europe.
[19]

 The scope of 

the European Hemovigilance Network (EHN) arose as an outcome of the advancement 

expansion of IHN.
[20]

 IHN aspires to raise and sustain a global collaborative organization 

applicable to the secure operation of blood and its components, as well as Hv in blood 

transfusion and transfusion therapy.
[21]

 Through digital distributing of data, workshops, and 

conferences, the IHN's efforts have made an essential contribution to the top standard of Hv 
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throughout Europe. In terms of standardization, the IHN and the International Society of 

Blood Transfusion (ISBT) working party for Hv have presuming two important 

standardizations
[22]

 i.e., the definitions of adverse reaction (ARs) and AEs in people. So, the 

main purpose of this introduction Hv system across the country is to search out the right 

situation of transfusion-related AEs to provide safe transfusion, as well as a reduction in 

harsh and life-threatening responses.
[23]

 

 

NATIONAL HAEMOVIGILANCE PROGRAM OF INDIA  

Indian Pharmacopoeia Commission (IPC) of India in partnership with the National Institute 

of Biologicals (NIB) located in Uttar Pradesh has launched a particular program named 

Hemovigilance Program of India (HvPI) on 10th Dec 2012 across the nation below its 

Pharmacovigilance Program of India (PvPI).
[24,25]

 It inserts the Core Training Panel, Quality 

Review Panel, and Signal Review Panel which all together constitute the Hv advisory 

committee which is a core group of Hv (Figure 2).
[26]

 The main purpose of establishing this 

program all over the nation is to trace all the Ars or AEs and programs associated while blood 

transfusing and through blood product directing and also assist recognize the trends that are 

approved to be the best practices and intervention that are need to enhance the patients care 

and their safety.
[27]

 In addition, it is also used to  compile all those data of ARs or associated 

AEs adding transfusion errors and QoP-related AEs that are either proved by alerting or 

caution mechanisms that encompass the full transfusion chain and their definite operations.
[28]

 

A particular program called "Haemo-Vigil" has been created to gather and compile data 

across the country. In India, around 117 Medical Colleges and Hospitals have already 

engaged in this Program. NIB serves as the HvPI Coordinating Center, accumulating and 

inspecting data on biologicals and Hv. The ultimate objective of this HvPI is to become a 

member of the IHN and bestows an international platform for switching best practices and 

assessing Hv data.
[29]
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CENTERS UNDER HAEMOVIGILANCE PROGRAMME OF INDIA (HvPI) 
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Professionals, SBTC, NACO) 

Fig: 2 Centers Under Haemovigilance Programme Of India 

(HvPI)  

 

ADVANTAGES OF HAEMOVIGILANCE
[30]

 

a) For Blood donors 

• Donor security has been increasing by lowering problems in the blood transfusion 

procedure 

• It implants trust in volunteer blood donors 

 

b) Service for blood transfusion: 

• On an early basis, any relevant defect can be identified 

• By presenting the findings of safety, the development process will be quickened. 
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c) The hospital-granted blood bank and health-care facility: 

• Errors will be reduced and reported as a result of system faults being identified. 

• Adverse occurrences must be reported exactly and continuously. 

• To guarantee security, development plans will be conceived. 

 

d) Hv systems can  enhance patient health safety by: 

• Exact forecasting of present concerns  impacting the individual. 

• Presuming the primary source of problems as well as procedures for correcting and fixing 

them. 

• Providing evidence-based policy suggestions for enhance policy changes. 

 

Risks and factors contributing to transfusion related adverse events
[31]

 

Certain factors accelerate the likelihood of a transfusion related adverse effect and these 

include: 

• Individual patient characteristics 

• Blood component 

• Equipment 

• Concomitant medications and intravenous fluids  

 

Individual patient characteristics 

Patients who have formerly been transfused, multiparous women and patients experiencing 

emergency uncross-matched transfusion are at enhanced risk of instant and retard hemolytic 

transfusion reactions. Febrile, allergic and anaphylactic reactions happen most frequently in 

multiparous women and in patients with IgA deficiency and anti-IgA antibodies. 

 

Blood component 

Platelet and granulocyte transfusions are related with the elevated rates of febrile non 

hemolytic transfusion reactions. The occurrence of such reactions can be adapted by changes 

to the blood component treated by leucodepletion. All red cell and platelet components 

generated by the blood service are leucodepleted. Platelets, which need storage at 20–24 ºC, 

are related with higher rates of bacterial infection than red cells, which are regularly 

refrigerated. All platelets are subject to routine bacterial culture and screening, which permits 

detection of a bacterial contaminated product. Transfusion of fresh frozen plasma is related 

with a higher risk of allergic reactions. Some reactions are sensitive, but acute life-
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threatening reactions such as anaphylaxis and Transfusion-related acute lung injury (TRALI) 

may arise. 

 

Equipment 

All blood components are  dispensed through  particularly designed intravenous giving sets, 

which include a 170–200 micron filter to separate debris and clots that may have gather 

during storage. All equipment must be particularly designed, and assessed as secure for blood 

administration and used in granting with the manufacturer‘s operational processes.  

 

Concomitant medications and intravenous fluids 

No medication or solutions should be added to or infused through the similar tubing with 

blood or constituent except 0.9% Sodium Chloride, Injection (BP). ABO-compatible plasma 

or 4% Albumin or other acceptable plasma expanders may be used with acceptance of the 

patient‘s physician. Crystalloid and colloid solutions having calcium (e.g., Haemaccel) must 

never be include to or administered through the similar intravenous line as blood or 

component collected in an anticoagulant containing citrate because they interfere. 

 

RECOMMENDATION FOR BETTER HAEMOVIGILANCE PROGRAM  

 Better national blood quality and security initiatives 

 Decreasing or minimizing human errors 

 More trained personnel  

 Create data standards 

 Upgrade reporting cap 

 

CONCLUSION 

Hv has been proven to be a component of vigilance, which dispense all of the information by 

inspecting the problems that must be facilitated to correction and the precautionary actions 

that must be taken to decrease the threat of associated problems such as safety and quality 

during blood processing and transfusion, individuals, and linked staffs. Adoption of these 

problems within the HV system all over the world aids in identifying and reporting instances 

of under transfusion as a result of inventory, thereby helping in the development of advanced 

sampling procedures, stock management systems, and implementation of effective policies to 

promote blood safety and availability. As a result, formulating direction and managing 

periodic audits through the Hv system in nations with restricted resources may be 

accomplished more intensively through a gradual deployment. 
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