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ABSTRACT

Background: Haemovigilance program of India was launched on December
2012 and is a comprehensive, and a well-structured approach to collect, collate,
and analyse data to address the issues of adverse reactions associated with blood
transfusion. The information thus collected would facilitate corrective and
preventive actions to be taken to minimize the potential risk associated blood
collection processing and transfusion to patients. Considering the deep concern
over the under-reporting of transfusion reactions prevailing among the doctors,
the present study was done to know the knowledge attitude and practice (KAP)
of haemovigilance among doctors.

Methods: The present study was a cross sectional questionnaire based study,
which included doctors of a tertiary care hospital. The purpose of the
questionnaire was to know awareness of doctors regarding haemovigilance
programme of India. With this study we also tried to identify the factors
responsible for underreporting of transfusion reactions and to find out the
possible ways to improve reporting of transfusion reactions.

Results: (38.88%) and (30%) of the responders were aware of the
haemovigilance programme and transfusion reaction reporting centre
respectively. Reporting of transfusion reaction was poor 22.22% among the
respondents.  According to respondents creating awareness about
haemovigilance by conducting continuing medical education (CMEs), and
training to healthcare professionals would lead to improvement in reporting of
transfusion reactions. Complacency and ignorance were the main factors which
discouraged transfusion reaction reporting by doctors.

Conclusions: Increasing awareness of haemovigilance among doctors and
training on reporting transfusion reactions would likely improve spontaneous
reporting and help to strengthen the blood transfusion system.
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INTRODUCTION

The word ‘haemovigilance’ (he 'movigilance in French)
was coined in France in 1991 in analogy to the already
existing term ‘pharmacovigilance’. It is derived from the
Greek word ‘haema’ blood and the Latin word ‘vigilans’
watchful. Haemovigilance is defined as ‘a set of
surveillance procedures covering the whole transfusion
chain from the collection of blood and its components to
the follow-up of its recipients, intended to collect and
assess information on unexpected or undesirable effects
resulting from the therapeutic use of labile blood
products, and to prevent their occurrence and recurrence’.
Haemovigilance is an important part of the quality system
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for blood transfusion. It implies methods for identifying
errors, adverse events and reactions including alert
systems, investigation of complaints, traceability systems,
notification systems and audits of practice.

Haemovigilance systems, depending upon the country,
are governed either by regulators (e.g., France, Germany,
Switzerland), blood manufacturers (e.g., Japan,
Singapore, South Africa), medical societies (e.g.,
Netherlands, UK), or public health authorities including
regulators (e.g., Canada).?

Member states of the European Union have to implement
haemovigilance program with reporting to a central office
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as per the commission directive.*> Among the Asian
countries, a well-established haemovigilance system is
lacking and there is paucity of data on haemovigilance
except for Japan, which has published a report on adverse
reactions.’

Indian pharmacopoeia commission in collaboration with
national institute of biological has launched
haemovigilance programme of India (HvPI) across the
country under its pharmacovigilance programme of India
(PvPI).  Haemovigilance programme launched on 10"
December 2012 has already enrolled 134 medical
colleges. A central haemovigilance system involves all
relevant stakeholders and coordinates various activities
between blood banks blood, transfusion services, hospital
health care professionals, transfusion committees,
regulatory agencies and national health authorities.’

Extension of haemovigilance to the regional and global
level by linking it to international haemovigilance
network would further strengthen it. The members of
haemovigilance advisory committee, core group signal
review panel, quality review panel, and training panel
have important role to play in achieving these objectives.’

A system of haemovigilance is dependent on traceability
of blood and blood products from donors to recipients,
spontaneous reports of  transfusion adverse
events/reactions, rigorous management of information
related to the transfusion process. Information generated
through this system is a key to introduce required
changes in the transfusion policies ,improve transfusion
standards, assist in the formulation of transfusion
guidelines to increase the safety and quality of the entire
transfusion process.? In the field of patient safety,
knowledge of how to prevent harm to the patient during
treatment and care is utmost important. Health care errors
have common root causes which can be corrected. Most
problems are not just a series of random unconnected
event. Although each event is unique there are likely to
be similarities and patterns in sources of risk which may
go unnoticed if incidents are not reported.®™
Haemovigilance is urgent need of country to identify and
prevent occurrence of transfusion related reactions so as
to improve the patient safety and improve the quality of
blood delivered. Reporting transfusion reactions is of
paramount importance for the success of a
haemovigilance program of a country for generating data
on the transfusion reactions occurring. The information
thus collected would facilitate corrective and preventive
actions to be taken to minimize the potential risk
associated blood collection processing and transfusion to
patients. Considering the deep concern over the under-
reporting prevailing among the doctors, the present study
was done to know the knowledge attitude and practice
(KAP) of haemovigilance among doctors.

The objectives of this study were to assess the knowledge
attitude and practice (KAP) of faculty members regarding
haemovigilance in tertiary care hospital. And to know
about the factors which encourage or discourage
transfusion reaction reporting and optimize transfusion
process in tertiary care hospital.

METHODS

The study was done at NKP salve institute of medical
sciences and research centre Nagpur, Maharashtra, India
to assesses KAP of faculty members regarding
haemovigilance, for which a cross sectional,
questionnaire based study was done. Predesigned and
validated questionnaires were given to faculty of the
Institute. Both open and close ended KAP questionnaire
which include 18 questions, out of these 9 questions were
regarding knowledge, 5 for attitude, 4 for practice about
haemovigilance were prepared. After explaining the
purpose of the study, the questionnaire was administered
to 120 doctors working in pre-clinical, para-clinical and
clinical departments. To enhance the response rate, the
doctors were requested to complete the questionnaire and
hand it back immediately, and those who were busy at
that moment were requested to return back the duly filled
questionnaires within 1 week. The study was done in the
period between July 2014 and December 2014.

Statistical analysis

Data was collected and results were expressed in
percentage.

RESULTS

Out of total of 120 questionnaires administered to doctors,
90 were duly filled and returned, thus giving a response
rate of 75%.

Out of 90 respondent doctors, 70 (77.77%), 15 (16.66%),
and 5 (5.55%) were from clinical, para-clinical, and pre-
clinical departments, respectively.

Table 1 shows knowledge among doctors for reporting
transfusion reactions. Thirty five (38.88%) participants
were aware of the existence of HvPI while 27 (30%)
doctors were aware of the centre for reporting of
transfusion reaction in Maharashtra.

58 (64.44%) of the doctors were of opinion that only
serious transfusion reaction should be reported. 50
(55.55%) of the doctors were of the opinion that they
would report transfusion reaction to head of
unit/department, 45 (50%) to the blood bank.
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Table 1: Knowledge among doctors for transfusion reaction reporting (n=90).

Knowledge about transfusion reaction reporting

Frequency % Frequency %

Are you aware of suspected transfusion reaction reporting system in 35 38.88% 55 61.11%
India?
Are you aware of transfusion reaction reporting centre 27 30% 63 70%
Which type of transfusion reaction should be reported? 58 (64.44%)
Serious transfusion reactions 36 (40% )
Any transfusion reactions 36 (40%)
Only proven transfusion reactions
To whom transfusion reaction should be reported? -50 (55.55%)
Head of unit/department -18 (20%)
Department of pathology -45 (50%)
Blood bank -30 (33.33%)
Regional haemovigilance centre 58 (64.44%)

St agree Agree Neutral Disagree St disagree
Should there be transfusion committee in 73 (81.11%) 11(12.22%) 4 (4.44%) 2 (2.22) 0%
our hospital
Do you feel that blood ordering schedule 68 (75.55%) 12 (13.33%) 10 (11.11%) 0% 0%
in our hospital will help in better
utilization of blood products
Do you agree that group screen and hold 54 (60%) 27 (30%) 6 (6.66%) 2(2.22%) 1(1.11%)
will result in better utilization of blood
products
Responses given as frequency (%)

73 (81.11%) of the doctors strongly agreed that there
should be blood transfusion committee in our hospital. 68
(75.55%) and 54 (60%) of the doctors strongly agreed that
blood ordering schedule and group screen and hold
respectively will help in better utilization of blood
products.

Table 2: Response among doctors to improve
reporting (n=90).

‘ Possible ways to improve

. . . Responses
transfusion reaction reporting

Frequency %
Reporting of transfusion reactions be 67 74.44
made more easy
Remuperatlon for transfusion reaction 44 48.88
reporting
Provn_jm_g electronic form for 47 52 99
submission
Healthcare professionals should be
trained on transfusion reaction 67 74.44
reporting
Continuing medical education(CME) 69 76.66
and refresher study
Availability of reporting forms in wards 45 50

Table 2 shows the possible ways in improving transfusion
reaction reporting. 69 (76.66%) gave first preference to
the continuing medical education (CME) on

haemovigilance. Another important way which can
improve reporting is training to report transfusion
reactions and reporting be made easy 67 (74.44%).

Table 3: Factors discouraging transfusion reaction
reporting (n=90).

Factors discouraging to
report transfusion reactions

Responses
Frequency %

Did not know how to report 54 60
Did not know where to report 54 60
Apprehen_sion regarding sending 56 6292
inappropriate form '
Busy schedule to fill form 47 52.22
Non remuneration for reporting 56 56.66
Reporting of previously known 63 70

reactions is not required

Due to legal issues 48 53.33
Concerns that report may be wrong 51 56.66
Busy to look actively for 54 60

transfusion reaction

Other encouraging factors like remuneration for
transfusion reaction reporting, providing electronic form
for submission, availability of reporting forms in wards
were quoted by 48.88%, 52.22% and 50% of responders
respectively as the possible ways to improve reporting.
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Table 3 shows the factors that discourage doctor’s form
reporting transfusion reactions. Maximum doctors were of
opinion that reporting of previously known reactions is
not required 63 (70%). (Table 4) shows transfusion
reaction reporting practice among doctors. 22.22% of the

doctors had reported transfusion reaction. 20% had
attended CME on haemovigilance. 24.44% had read
article on preventability of transfusion reaction. 14.44%
had ever been trained on how to report a transfusion
reaction.

Table 4: Practice of transfusion reaction reporting among doctors (n=90).

Practice of transfusion reaction reporting

Yes \[o]

Frequency % Frequency %
Have you ever reported any suspected adverse drug reaction if yes where specify. 20 22.22 70 71.77
Have you attended any CME on haemovigilance? 18 20 72 80
Have you read any article on preventability of transfusion reaction? 22 24.44 68 75.55
Have you ever been trained on how to report transfusion reactions? 13 14.44 77 85.55

DISCUSSION

Reporting of transfusion reactions is very important for
the success of haemovigilance programme. Various
factors have been found to be responsible for
underreporting of adverse drug reactions (ADRs) by
doctors. These factors are mainly related with the
knowledge and attitude of doctors.”**® This study has
found not only poor practice but also inadequate
knowledge regarding transfusion reaction reporting. Only
35 (38.88%) of the participants were aware of the
transfusion reaction reporting system in India. 27 (30%)
of the participants knew about the regional transfusion
reaction reporting centre. This indicates that since
haemovigilance programme has just been launched a lot
of doctors are not aware of it. Therefore, increasing
awareness about haemovigilance program and transfusion
reaction monitoring centre (TMC) through personal
communication and CME appears necessary to enhance
reporting.

In this study 58 (64.44%) of the doctors were of opinion
that serious reactions should be reported. In order to
share information and compare data, internationally
accepted definitions for adverse reactions in recipients
have been developed There are many different types of
transfusion reactions, which can be subdivided in several
ways according to their occurrence, pathogenesis and / or
symptomatology. A common subdivision according to the
occurrence is between acute (<24 hours after) and delayed
(>24 hours after transfusion) reactions. According to their
pathogenesis, adverse reactions can be divided in
infectious and non-infectious adverse reactions. Non-
infectious acute reactions include acute haemolytic
transfusion reactions (AHTR), febrile non-haemolytic
transfusion reactions (FNHTR), allergic reactions
including anaphylactic reactions; transfusion associated
acute lung injury (TRALI), transfusion-associated
circulatory overload (TACO), hypotensive reactions and
hyperkalaemia.  Non-infectious delayed transfusion
reactions include delayed haemolytic transfusion

reactions (DHTR), delayed serological transfusion
reactions (DSTR), post transfusion purpura (PTP),
transfusion-associated  graft versus host disease
(TAGVHD) and haemosiderosis. The main acute
infectious adverse reactions are due to bacterial
contamination of the blood component, and delayed
infectious reactions may be due to viral (e.g. hepatitis
B/C, HIV) or parasitic (e.g. malaria) transmission.*

This study showed that 73 (81.11%) of the doctors
strongly agreed that there should be blood transfusion
committee in the hospital.

Hospital transfusion committee play a key role in dealing
with haemovigilance and risk management, providing
leadership and advocacy for transfusion practice and
coordinating multi-disciplinary teams with quality and
risk management tools. The hospital transfusion
committee (HTC) will supervise for promoting the safe
and appropriate transfusion of blood and its components.
On a simplistic level, the HTC sets appropriate policies
and procedures, reviews and revise them and monitors
practice against them.™

The need of HTC was considered in 2002 when national
blood policy was established. One of the main objectives
of national blood policy is “to encourage appropriate
clinical use of blood and blood products.” It was
suggested every institution having a blood transfusion
department should comprise HTC and its role was
detailed. Safety aspects of blood transfusion to be covered
include identification of patient samples, bedside test,
post transfusion follow-up and measures in case of an
adverse reaction. The HTC should have authority within
the hospital for determining hospital transfusion policy
and resolving problems.***?

In the present study 68 (75.5%) and 54 (60%) of the
doctors were of the opinion that blood ordering schedule
and group screen and hold respectively will help in better
utilization of blood products.
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The surgical blood order schedule is a table of elective
surgical procedures which lists the number of units of
blood routinely cross matched for them preoperatively.
The schedule is based on retrospective analysis of actual
usage of blood in the hospital associated with individual
surgical procedure. The aim of it is to correlate as closely
as possible the amount of blood cross matched (C) to the
amount of blood transfused (T). The C:T ratio can be
used to monitor the efficiency of the scheme.

The introduction of maximum surgical blood ordering
schedule (MSBOS) would result in reduction in cross
matching workload of blood transfusion laboratory and
more efficient use of blood stocks and reduction in
wastage due to outdating.®

According to Imam the reasons for underreporting of
ADRs occur due to “seven deadly sins”, which are
complacency (Belief that serious ADRs are already
documented), diffidence (belief that reporting should be
done when there is certainty that reaction is caused by use
of particular drug), legal aspects (fear of litigation),
financial incentives ( rewards for reporting), indifference
(belief that single report would make no difference),
ignorance (that only serious ADRs are to be reported),
lethargy  (excuse about lack of time or
disinterestedness).’**® Some of these sins were also
documented in studies done in Ahmadabad and Delhi.**?

In this study complacency and ignorance about the
reporting system were the main factors whereas the
lethargy, financial and legal aspects were given less
importance.

Suggestions given by the respondents to improve
reporting corresponded with those observed in other
studies for reporting of adverse drug reactions. However,
according to most of the respondents, an educational
intervention and training to doctors in transfusion reaction
reporting can improve doctor’s awareness of transfusion
reactions and enable them to incorporate the knowledge
into their daily clinical practices. Thus if the knowledge
on transfusion reaction reporting is improved then the
attitude also improves which should reflect on the
transfusion reaction reporting in a positive manner. Apart
from this, out of the major suggestions include reporting
of transfusion reaction be made more easy, providing
electronic option for submission, transfusion reaction
monitoring can be improved. This improvement has been
demonstrated in the study conducted to report ADR in
Manipal as pre KAP and post KAP survey.'!8

In our study only 22.22% of respondents had ever
reported any transfusion reaction, indicating that there is
under reporting in the hospital. This finding was similar to
the previous two previous studies for reporting adverse
drug reactions (ADRs) which reported 19% and 15%
practice respectively.®®® In  present study, 80% of
doctors had never attended any CME on transfusion
reaction reporting. Similarly, the South India study18 also

cited similar findings that 96.7% of the respondents have
never attended any CME. In the present study it was
observed that 14.44 % of the doctors received training on
how to report transfusion reaction to haemovigilance
centre.

Many patients do not have access to blood when they
need it. Even where sufficient blood is available, many
people are exposed to avoidable, life-threatening risks
through the transfusion of unsafe blood.?

The appropriate clinical use of blood requires

National policy and guidelines on blood transfusion
Training of all staff involved in blood transfusion
Auvailability of alternatives to blood transfusion
Hospital transfusion committees

Blood request form

Maximum surgical blood ordering schedule system
for monitoring transfusion practice.

The safe administration of blood and blood products
prevents avoidable transfusion reactions this requires

e  Standard operating procedures for blood transfusion

e  Training in blood transfusion

e Haemovigilance system for monitoring, reporting and
investigating adverse events associated with
transfusion.”

CONCLUSION

The present study showed that doctors were not aware
about transfusion reporting system, which is responsible
for poor practice about transfusion reaction reporting.
Therefore, there is need to increase the awareness
regarding haemovigilance programme of India through
CMEs at regular interval and training the doctors on how
to report a transfusion reaction and also include
haemovigilance awareness programs for undergraduates.
All these steps will enhance spontaneous reporting rate
and safety of the patients at large.
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