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ABSTRACT

Objective: To assess about knowledge, attitude and practice of pharmacovigilance (PV) among healthcare
professionals working in a rural tertiary care teaching hospital of Uttar Pradesh, India.
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Material and Methods: A questionnaire was prepared for assessing the Knowledge, Attitude and the Practice (KAP) and distributed
among healthcare professionals including 20 pharmacist, 200 nurses and 50 resident doctors.

Results: The overall response of participants was encouraging. Most of the participants have mediocre knowledge about the PV program
but they were in favour of regular teaching and sensitization program. 88.01% were in favour of honorarium for ADR reporting.
Conclusion: Regular training and the re-enforcement for the ADR reporting is recommended for all health care professionals. Imparting
the knowledge and awareness of PV by means of continues educational intervention would bring update knowledge of practice for drug

safety into their every day practice.

INTRODUCTION

Adverse Drug Reactions (ADRs) are an important cause of
morbidity and mortality worldwide'. ADRs are one of the
major problems associated with prescribed drugs. In simple
definition, an ADR is any undesirable/untoward effect of a
drug beyond its anticipated therapeutics occurring during
clinical use*. World Health Organization (WHO) defines the
ADR as any noxious, unintended, and undesired effect of
a medicine, which may occurs at the doses which are used
in humans for purpose of prophylaxis, diagnosis, or thera-
py. ADRs are believed to be the one of the most common
leading cause of death among hospitalized patients. ADRs
have a major impact on public health by imposing a con-
siderable economic burden on the society and health care
systems®.

Most common types of ADR are type A (augmented),
which is dose related effects and type B (bizarre), elaborate
effects related to abnormal interaction in between patient
and drug*. PV is defined as “The science and the activities
which relate to the detection, assessment, understanding
and the prevention of adverse effects or any other drug-
related problems”>. Monitoring and reporting of ADRs are
very important aspects in identifying the adverse reaction
trends and also to minimize or prevent harm to patients
arising from drugs®.

The international database of the adverse drug reaction re-
ports are maintained by Uppsala Monitoring Centre (UMC,
WHO), Sweden. It has been estimated that only 6-10% of
all the ADRs are reported 7. ADRs spontaneous reporting
systems are the basic components for the comprehensive
post-marketing surveillance of possible drug-induced risks®.
Wherever drugs are being used, there should be a readiness
to observe and report observed unwanted adverse events®'.

Although (PV) programs are successful in improving drug
use patterns, but under reporting of ADRs is a serious
major problem!. One of the reasons for under-reporting
might be a poor knowledge of the healthcare professionals
towards the existing PV program. In order to improve an
existing PV program, there is a need to improve healthcare
professionals” KAP.

Hence, the present study was carryout to analyze the
knowledge, attitude and practice of healthcare professionals
regarding ADRs.

MATERIALS AND METHOD

This was a cross sectional, questionnaire based assessment
study which was conducted in a 750 bedded tertiary care
teaching hospital located in a rural area of western Uttar
Pradesh, India. The ADR monitoring centre was established
in year 2011. The study was conducted on resident doctors
(from the clinical, paraclinical and the preclinical depart-
ments), pharmacist and nurses working in the institute.
The study instrument was a pre designed questionnaire in
3 sections (Knowledge, attitude and practice). The ques-
tionnaire consisted of a total of 25 questions in which 10
questions were related to the “knowledge’, 10 were related
to ‘attitude’ and remaining 5 were related to the ‘practice’
aspects. A sensitization programme was also conducted be-
fore evaluation of questionnaire.

All the healthcare professionals (doctors, nurses and phar-
macists) working in the hospital during the study period
were included. The healthcare professionals who were not
willing to participate in the study, who were discharging
their routine duties and the ones who were on leave were
excluded. The questionnaires are illustrated in table 1 to 3.

SAMPLING PROCEDURE

A total of 270 questionnaires were distributed to all the
participants. Among them 242 filled questionnaire forms
were returned. Thus the response rate was good.

RESULT

Out of 270 survey questionnaires circulated, 242 filled
questionnaires were returned giving 89.62 % response rate.
Our results revealed that 46.28%% were knowing the defi-
nition of PV. Although 73.55% were aware of meaning of
IPC, but only 62.80 % knew the location of NCC. Knowl-
edge of WHO PV centre and highest regulatory body of PV
was known by only 50.41% and 59.09% of the candidates
respectively. 77.27% were aware of existence of AMC in
their institute. Only 44.62 % were thinking that all types
of ADRs should be reported. 49.17% replied that ADRs
should be reported by all health care professionals.54.95%
respondents were not aware of post marketing surveillance.

87.19% were agreed that every hospital should have AMS,
77.68% were in favour of regular training program and
85.43% respondents needed detail teaching of PV and ADR
reporting. Only 57.43% agreed that ADR reporting should
be compulsory. 69% opined that mild ADRs are not needed
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76.44% respondents revealed that possibility of legal issues dis-
couraged them for reporting. Although about 83.88% were seen /
experienced ADRs but only 14.87% had reported to AMC of the
hospital. Only 14.46% were attended the training program volun-
tarily and remaining 79.3% had either not attended or if attended,
due to orders of higher authorities. 22% were discouraged for re-
porting due to lack of access of ADR forms.

Responses regarding attitude of participants are as fol-
lows- 87.19 were in favour of PV centre in every hospital
and 77.68% were favouring the regular training of report-
ing methods and ADR & PV. 30.16% respondents opined
that mild ADRs should not be reported.82.23% knew that
PV increases the patient’s safety and 85.43% replied that it
should be taught in detail. 88.01% required honorarium for
reporting and 92.41% were favouring the regular awareness
programmes for health care professionals.49.48% required
reporting also by patients or by their relatives.

Our study revealed that lack of knowledge about ADR
forms , time taken process of filling of forms , mild type
of most of the reactions , and possibility of legal action
against them after reporting discouraged them from re-
porting. Most of the respondents were agreed that this
topic should be taught in detail and frequent training cum
awareness programmes should be conducted for health
care professionals.

Suggestions given by the participants that newsletters/news
bulletin should be provided on regular basis and ADRs
should be discussed in monthly meetings of healthcare pro-
fessionals. Paramedical staff should also be trained for fill-
ing of ADR forms.

DISCUSSION:

The overall result was favourable for encouragement of
PV program and it revealed that our healthcare profes-
sionals were not only knowing the about the program but
they also knew the importance of reporting. Although in
our study most of the participants did not know the defini-
tion of PV, NCC, the highest regulatory authority but they
knew the existence of AMC at their institution and were
aware of importance of ADR reporting for patient’s safety
because of the regular reporting by clinicians and running
of PV OPD in the institute.

In our study about 83.88% came across ADRs but only
14.87% had reported. This could be due to mild type of
nature of reactions that didn’t affect the patient’s daily ac-
tivities, or they were not aware of reporting of all type of
reactions.

There could be other factors also that discouraged them for
reporting, and fear of legal issues could be one of them.
Other reasons for not reporting an ADR could be non se-
rious reaction or it could be one of the known reaction
which can be easily managed with positive outcome, These
reasons support that regular training and teaching pro-
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grammes can increase the reporting rate by creating aware-
ness and educating about the importance of reporting.

Majority of respondents had opined that every hospital
should have ADR monitoring system and regular sensitiza-
tion programmes should be conducted for reporting as this
program concerned with safety of patients but honorarium
should be given for reporting. This might be due to their
thinking that they are doing extra work which is time con-
suming so they should be paid for that. Again that thinking
can be changed by regular teaching cum awareness pro-
grammes.

Studies have shown that knowledge and training pro-
grammes can increase the numbers of reporting (). It is
evident from our study that health care professionals are
in need of information regarding ADRs and their manage-
ment. The overall attitude of the participants was positive.
Majority have needed regular teaching cum training pro-
gram, regular sensitization programmes and detail teaching
of the topic to students and health care professionals

In the last of the study many have suggested for monthly
discussion of ADR reports and newsletters for information.
Participants felt that more information on reported ADRs
may assist them in better understanding and management
of patients.

The limiting factor in our study was limited number of
participants as many were on essential duties and some
of them were on leave. In addition our study paramedical
staffs were more as compared to medical staff working in
the institute so the study findings could not be applied to
wider medical community and studies are required involv-
ing more number of participants so that strategies can be
develops to improve ADR reporting system thereby mak-
ing PV program successful.
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