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ABSTRACT

Background: Underreporting of ADRs still remains a major obstacle in the
complete success of pharmacovigilance programs. In order to improve ADR
monitoring, it is thus imperative to assess the current knowledge, attitude, and
practices of doctors. Therefore, the primary objective of this study was to
evaluate the knowledge, attitude, and practices (KAP) of the healthcare
professionals about pharmacovigilance in various tertiary care government
teaching hospital vis-a-vis private clinics in West Bengal.

Methods: A cross sectional, questionnaire based survey was conducted among
healthcare practitioners in several tertiary care government set-ups and private
set-ups in the state of West Bengal (India). The study instrument was a pre-
validated structured questionnaire designed to obtain information on the
knowledge of the ADRs reporting, the attitudes towards the reporting, and the
factors that in practice could hinder the reporting among the doctors.

Results: About 89.62% public practitioners correctly spotted the WHO
definition for pharmacovigilance, while 77.5% of the private practitioners did
the same. Only 19.81% of the public practitioners documented a suspected
ADR in any surveillance form, while there were only 3.75% private
practitioners who documented it. About 59.43% of the physicians in
government hospitals published an ADR case report in any medical journal,
while 81.25% private practitioners did no.

Conclusions: Study revealed lack of time, incentive less extra work load being
major factors responsible for ADR underreporting. In order to improve ADR
reporting, continuous medical education, training and proper sensitization of
healthcare professionals can help combating the existing scenario and promising
an improved tomorrow. The PvPI should be widely publicized in the visual and
print media to make health professionals, as well as the general population at
large aware of its presence and scope. Pharmacovigilance should be integrated
in undergraduate and postgraduate medical courses.

Keywords: Attitude, Practice, Adverse ADR monitoring, Drug reaction,
Knowledge, Physician, Pharmacovigilance

INTRODUCTION

Adverse drug reactions (ADRs) are global problems
having a major impact on public health. Adverse drug
reaction (ADR) is defined by World Health Organization
(WHO) as “a response to a drug which is noxious and

www.ijbcp.com

unintended, and which occurs at doses normally used in
man for the prophylaxis, diagnosis or therapy of disease
or for the modification of physiological function”.* ADRs
have medical as well as economic consequences, leading
to increased patient morbidity and mortality.?3
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This has given rise to “pharmacovigilance”, which is
defined as the science and activities relating to the
detection, assessment, understanding, and prevention of
adverse effects of drugs, or any other drug-related
problems.* The burden of ADRs is expected to be even
higher in developing countries due to extensive
prevalence of selfmedication, fake and adulterated
medicine.>®

Spontaneous monitoring is the foundation of a successful
pharmacovigilance. In  developed countries, the
contribution of healthcare professionals is significant in
this regard and has enormously contributed to signal
detection of previously undetected ADRs. However, in
India, spontaneous monitoring has resulted in lower rates
of reporting, and so the Indian contribution to the World
Health Organization (WHQO) Uppsala Monitoring Centre
database is much meager.” A study from South India
revealed that 0.7% of hospital admissions were due to
ADRs and a total of 3.7% hospitalized patients
experienced ADRs, of which death accounts for 1.3%.8
The magnitude was even higher in the emergency
department were 6.89% of admissions were due to
ADRs.®

To transform the pharmacovigilance activity into
practices for enhancing patient safety, more ADR
monitoring centres (AMC) are being set up across the
country under pharmacovigilance program of India
(PvPI). The PvPI was launched with a broad objective in
patient safety for more than one billion people of India.
In July, 2010, the Central Drug Standard Control
organization, New Delhi initiated a nationwide
pharmacovigilance program under aegis of Ministry of
health and Family welfare, Government of India with All
India Institute of Medical Sciences (AIIMS), New Delhi
as a National Coordinating Centre (NCC) to monitor
ADR.10

Providing information on suspected ADRs is as much a
moral duty for the healthcare professionals as other
aspects of patient care. Spontaneous ADR reporting is
important to monitor known and unknown adverse effects
of medicines. Furthermore, spontaneous reporting of
ADRs has played a most important role in the detection
of serious and unusual ADRs during marketing of the
drug in actual practicing in the market. This has led to the
withdrawal of drugs like rofecoxib, cisapride,
terfenadine, etc. in the past.*!2 The ADR reporting rate
in India is below 1% compared to the worldwide rate of
5%.%® One of the reasons for such low reporting rate in
India may be attributed to a lack of knowledge and
sensitization towards pharmacovigilance and ADR
among health care professional.’* Lack of awareness
about the detection, communication, and reporting of
ADRs is a principle cause of underreporting.t®
Practitioners may even underreport ADRs due to
financial incentives, fear of litigation, and ambition to
publish.

In order to improve ADR monitoring, it is thus
imperative to assess the current knowledge, attitude, and
practices of doctors. Therefore the primary objective of
this study was to evaluate the knowledge, attitude, and
practices (KAP) of the healthcare professionals about
pharmacovigilance in various tertiary care government
teaching hospital vis-a-vis private clinics in West Bengal.
Although many studies in India have evaluated the KAP
of  pharmacovigilance among the  healthcare
professionals, it is imperative to compare the awareness
level among the public vis-a-vis private set ups, such as
to address the issue of underreporting of ADRs and
assess the causation of it.

METHODS

A cross sectional, questionnaire based survey was
conducted among healthcare practitioners in several
tertiary care government set-ups and private set-ups in the
state of West Bengal (India). The study instrument was a
pre-validated structured questionnaire designed to obtain
information on the knowledge of the ADRSs reporting, the
attitudes towards the reporting, and the factors that in
practice could hinder the reporting among the doctors.
Suggestions on the possible ways to improve the ADR
reporting were welcome. Participants were explained the
purpose of study and were requested to complete and
return the questionnaire immediately. Data were analyzed
using SPSS 17 software. P<0.05 was considered as
significant.

RESULTS
Demographic details

The demographic details of the healthcare professionals
are summarized in Table 1.

Response rate

Among 240 questionnaires distributed equally, only 186
duly filled completed questionnaires were received back
(response rate= 77.5%); out of which 106 were from
public practitioners and 80 were from private
practitioners.

Knowledge

The responses to the knowledge-based questions in this
study indicate an average degree of knowledge regarding
diverse aspects of pharmacovigilance. About 89.62%
public practitioners correctly spotted the WHO definition
for pharmacovigilance, while 77.5% of the private
practitioners did the same. Central Drug Standard Control
Organization (CDSCO) was identified as the national
body responsible for ADR monitoring by 92.45% of
public responders and 70% private responders.
Awareness regarding “Pharmacovigilance Programme of
India” (PvPI) was found among 62.26% of the physicians
from the government set-up only. The awareness was
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markedly absent in case of 85% of the private
practitioners. Majority of responders from both group
believed healthcare professionals or doctors to be the
primary individuals responsible for ADR reporting.
While; there were other responders from the population
(33-36%) who believed patients, pharmacists, nurses and
doctors to be all responsible for reporting ADRs. 63.21%
of the pubic practitioners believed that all ADRs needs to
be reported while 45% of the private practitioners felt
that only serious ADRs gain that importance.

Table 1: Demographic characteristics of the
healthcare professionals under present study.

Public Private
Particulars practitoners  practitioners
No (%) No (%)
Mean age (in years) 37.41 41.26
Sex
Male 81 (76.41) 53(66.25)
Female 25(23.5) 27(33.75)
Educational qualifications
UG 21 (19.81) 0 (0)
PG diploma 15 (14.15) 9 (11.25)
PG degree 66 (62.26) 65 (81.25)
Others 3 (2.83) 6 (7.5)
Professional occupation
General practitioner /
family physician 3(2.83) 24.(30)
Specialist doctor 43 (40.57) 56 (70)
Academician /
researcher 21(19.8) 000
Post doctoral/ post
el P 39(36.79)  0(0)
Industry employed 0 (0) 0 (0)
Others 0 (0) 0 (0)

Which sector do you work with?
Independent private

practitioner 3(2.83) 18 (22.5)
Private hospital/ 3(2.83) 62 (77.5)
nursing home

Government Sector 102 (96.22) 0 (0)
Public Sector

Undertaking 0(0) 0(0)
Non government /

Charitable organisation 2(1.88) 0(0)
Industry 0 (0) 0(0)
Others 0 (0) 0(0)

Majority (50.94%) of the public responders believed that
the knowledge and information about ADR were
primarily generated from preclinical toxicity testing,
clinical trials, post marketing surveillance (PMS) studies
and spontaneous ADR reporting from healthcare
professionals. Around 45% of the private practitioners
regarded spontaneous ADR reporting as the sole source
of generation of information regarding ADR.

Practice

Only 19.81% of the public practitioners documented a
suspected ADR in any surveillance form, while there
were only 3.75% private practitioners who documented
it. About 59.43% of the physicians in government
hospitals published an ADR case report in any medical
journal, while 81.25% private practitioners did not.
Information about ADRs were mainly gathered from text
books, internet, scientific journals, verbal communication
with colleagues, reference books on drug information,
promotional materials and product launch meetings.
56.60% of public responders and 58.75% private
responders reported “sometimes”  sensitizing their
patients regarding ADRs on prescribing medicines.
Majority i.e. 43.39% of public practitioners reported
“sometimes” coming across an ADR in clinical practice
while 37.5% of private practitioners reported “rarely”
facing an ADR in their practice. 36.7% of public
responders received some sort of formal training on ADR
monitoring while only 3.7% of private practitioners
received the same.

Attitude

Majority of the responders from both groups agreed that
ADR reporting is a prime professional responsibility of a
doctor and it should voluntarily be reported to a local
ADR monitoring centre from where they expect a proper
feedback. Diffidence about whom to report was mostly
cited as the primary barrier in ADR reporting in case of
both government and private responders. However, lack
of attitude, concern about regarding it as a medical
negligence were also allied barriers cited.

Study revealed lack of time, incentive less extra work
load being major factors responsible for ADR
underreporting; however serious and unusual reactions
may encourage one to report the same. Majority believed
that ever evolving modern technologies can facilitate
ADR reporting in India. Strategies towards improvement
in ADR reporting should be undertaken. Easy and
accessible reporting mechanism followed by continuous
medical education, training and proper sensitization were
regarded as prime strategies.

DISCUSSION

ADR-monitoring and reporting programs encourage
ADR surveillance, facilitate ADR documentation,
promote the reporting of ADRs, provide a mechanism for
monitoring the safety of drug use in high-risk patient
populations, and stimulate the education of health
professionals regarding potential ADRs. A
comprehensive, ongoing ADR program should include
mechanisms for monitoring, detecting, evaluating,
documenting, and reporting ADRs as well as intervening
and providing educational feedback to prescribers, other
health care professionals, and patients.
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Table 2: Knowledge related parameters regarding pharmacovigilance and ADR monitoring.

Particulars

Public practitoners

Private practitioners

No (%) No (%)
Which of the following best represents the definition
for pharmacovigilance
Alertness about the safety and tolerability of prescribed medicine 8 (7.55) 12 (15)
The science and activities relating to detection, assessment,
understanding and prevention of adverse drug reactions and drug 95 (89.62) 62 (77.5)
related problems
Pre-marketing safety evaluation of drugs 3 (2.83) 6 (7.5)
Which organization in India is responsible for ADR monitoring
Medical Council of India (MCI) 3 (2.83) 9 (11.25)
Indian Council of Medical Research (ICMR) 3(2.83) 9 (11.25)
Central Drugs Standard Control Organization (CDSCO) 98 (92.45) 56 (70)
National Accreditation Board for Hospitals and Healthcare Providers 2 (1.88) 6 (7.5)
(NABH)
Don’t know 2 (1.88)
Are you aware of the Pharmacovigilance Programme of India’ (PvPI)
Yes 66 (62.26) 12 (15)
No 40 (37.73) 68 (85)
Who can/ should report an ADR
Patients 2 (1.88)
Pharmacists 7 (6.60) 6 (7.5)
Nurses 7 (6.60) 6 (7.5)
Doctors 57 (53.77) 47 (58.75)
All of the above 39 (36.79) 27 (33.75)
Don’t know 7 (6.60) 6 (7.5)
Which ADRs should be reported
All ADRs 67 (63.21) 24 (30)
Only serious ADRs 27 (25.47) 36 (45)
ADRs to new drugs only 15 (14.15) 18 (22.5)
Don’t know 6 (7.5)
How do you think the knowledge and information about ADRs are generated?
Preclinical toxicity testing 4 (3.77) 3(33.7)
Clinical trials 20 (18.86) 21 (26.25)
Post marketing surveillance (PMS) studies 28 (26.41) 30 (37.5)
Spontaneous reporting of ADRs by health care professional 36 (33.96) 36 (45)
All of the above 54 (50.94) 30 (37.5)
Don’t know 3 (2.83) 6 (7.5)
Awareness regarding consumer ADR reporting helpline
Yes 28 (26.42) 5 (6.25)
No 78 (73.58) 75 (93.75)
Is there any nearby ADR reporting and monitoring centre in your knowledge?
Yes
No

Additionally, ADR programs should focus on identifying
problems leading to ADRs, planning for positive
changes, and measuring the results of these changes.
Positive outcomes resulting from an ADR program
should be emphasized to support program growth and
development.’” Spontaneous reporting of ADR is the
most essential pre-requisite in maintaining patient safety.

Being the basic component of national and international
drug safety evaluation in post-approval phase, it may
detect previously unrecognized adverse reactions and
identify risk factors predisposing drug toxicity thereby
investigating the causality. Various studies depict the
incidence of ADR to be 2.4-6.5% in western countries,
with only 6-10% of all ADRs being reported.'8
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Table 3: Practice related parameters regarding pharmacovigilance and ADR monitoring.

| Particulars Public practitoners  Private practitioners
No (%) No (%)
Have you ever documented a suspected ADR in any surveillance form
Yes 21 (19.81) 3 (3.75)
No 85 (80.19) 77 (96.25)
Have you ever published an ADR case report(s) in any medical journal
Yes 63 (59.43) 15 (18.75)
No 42 (39.62) 65 (81.25)
Don’t know 2 (1.88) 0 (0)
Where from do you gather information about ADRS
Colleagues 67 (63.21) 41 (51.25)
Text books 96 (90.56) 68 (85)
Reference books on drug information 46 (43.39) 24 (30)
Indian Pharmacopeia 7 (6.60) 0 (0)
Medical representatives 11 (10.38) 0 (0)
Promotional materials 17 (16.04) 12 (15)
Scientific journals 67 (63.21) 36 (45)
Internet 70 (66.04) 36 (45)
Drug promotion forum/product launch meetings 17 (16.04) 6 (7.5)
While prescribing medicines, do you tell your patients about ADRs?
Always 3 (2.83) 24 (30)
Sometimes 60 (56.60) 47 (58.75)
Rarely 20 (18.86) 9 (11.25)
Never 0 (0) 0 (0)
How frequently do you ever come across an ADR in your clinical practice?
Very frequently 3(2.83) 9 (11.25)
Often 24 (22.64) 21 (26.25)
Sometimes 46 (43.39) 21 (26.25)
Rarely 32 (30.18) 30 (37.5)
Never 3 (2.83) 3(3.7)
Have you received any formal training/teaching on ADR monitoring?
Yes 39 (36.7) 3(3.7)
No 67 (63.21) 77 (96.25)

Issues and challenges in pharmacovigilance in India are
gross underreporting of ADR mainly due to lack of
adequately skilled resources and inadequate awareness of
pharmacovigilance among physicians.’®?° The present
study was thus aimed to analyze the pharmacovigilance
knowledge, ADR reporting behavior, and deterrents for
ADR reporting, among pool of healthcare physicians in
West Bengal, India. The study evaluated the knowledge,
attitude and practices (KAP) of the healthcare
professionals about pharmacovigilance in various tertiary
care teaching hospital vis-a-vis private clinics in West
Bengal.

On equally distributing the questionnaires among a pool
of healthcare professionals from both public and private
set-up; response rate was seen higher from the public
healthcare practitioners compared to the private ones.
Knowledge regarding pharmacovigilance was seen higher
among the public practitioners compared to the private

ones. Determinants such as ability to correctly spot the
WHO definition of Pharmacovigilance, identifying the
national body responsible for ADR monitoring,
awareness  regarding  national  pharmacovigilance
programme were all found to be on higher mark for
physicians from government healthcare set-ups. There
was a marked absence of sensitization regarding ongoing
national pharmacovigilance programme among the
private practitioners, which is quite alarming.? The
active participation of healthcare practitioners in the
pharmacovigilance program can improve the ADR
reporting. Responders from both group believed
healthcare physicians along with patients, pharmacists
and nurses to be responsible for ADR reporting. Majority
of the responders from both groups however agreed ADR
reporting to be a prime professional responsibility of a
doctor towards the society and it should voluntarily be
reported to a local ADR monitoring centre from where a
proper feedback is expected.
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Table 4: Attitude related parameters regarding pharmacovigilance and ADR monitoring.

Particulars Public practitoners Private practitioners
No (%) No (%)
Do you think pharmacovigilance should be taught in detail to healthcare professionals
Yes 89 (83.96) 53 (66.25)
No 2(1.88) 9 (11.25)
Don’t know 15 (14.15) 18 (22.5)
Do you agree that ADR reporting is a professional responsibility of a doctor?
Yes 91 (85.85) 47 (58.75)
No 7 (6.60) 12 (15)
Don’t Know 7 (6.60) 21 (26.25)
In your opinion should ADR reporting be
Legal 12 (11.32) 9 (11.25)
Voluntary 67 (63.21) 53 (66.25)
Compulsory 25 (23.58) 15 (18.75)
Remunerated 15 (14.15) 6 (7.5)
Cannot say
If yes, to whom should the reporting be done
Hospital Superintendent 18 (16.98) 12 (15)
State Drugs Controller 11 (10.38) 6 (7.5)
Local ADR monitoring centre 68 (64.15) 62 (77.5)
Drugs Control General of India (DCGI) 7 (6.60) 0 (0)
Cannot say 3 (2.83) 0 (0)
On reporting an ADR do you expect a feedback from the ADR monitoring centre
Yes 86 (81.13) 56 (70)
No 10 (9.43) 9 (11.25)
Cannot say 10 (9.43) 15 (18.75)
What is the greatest barrier for ADR reporting by physicians in India
Lack of attitude 46 (43.39) 33 (41.25)
Unsure about whom to report 45 (42.45) 39 (48.75)
Worried that it may be viewed as medical negligence 15 (14.15) 9 (11.25)
Select the factor(s) that discourage(s) you from reporting ADRs
Extra work with no incentive 40 (37.73) 39 (48.75)
Lack of time to report ADR 57 (53.77) 41 (51.25)
Difficult to decide whether ADR has occurred or not 35 (33.01) 18 (22.5)
Lack of access to ADR reporting form 39 (36.79) 18 (22.5)
A single unreported case may not affect ADR database 17 (15.04) 21 (26.25)
Concern that reporting ADRs can be viewed as medical negligence 9(8.49) 15 (18.75)
Which of the following may encourage you to report an ADR
If the reaction is serious 99 (93.39) 77 (96.25)
If the reaction is unusual 92 (86.79) 65 (81.25)
If the reaction is to a new product 53 (50) 44 (55)
If the reaction is certainly an ADR 40 (37.73) 30 (37.5)
If the reaction is well recognized for a particular drug 12 (11.32) 3(3.7)
Do you think the internet/ gadgets like mobile phones, i-pad, Tablets may ease and facilitate ADR reporting by physicians in India?
Yes 91 (85.54) 59 (73.75)
No 4 (3.77) 6 (7.5)
Don’t Know 11 (10.38) 15 (18.75)
What strategies would you advise towards improving ADRS reporting?
Reporting mechanism of ADR to be made easy and accessible 86 (81.13) 50 (62.5)
Remuneration for ADR submission 21 (19.81) 6 (7.5)
Making reporting by doctors mandatory 24 (22.64) 15 (18.75)
Provide toll free number for reporting 28 (26.41) 15 (18.75)
Continuous medical education, training and sensitization regarding ADR reporting 82 (77.35) 65 (81.25)
Don’t know 2 (1.88) 3(3.7)
Which of the following may discourage you from reporting an ADR
Mild adverse effect 89 (83.96) 74 (92.5)
Well known reaction 74 (69.81) 56 (70)
Lack of time to report ADR 29 (27.35) 15 (18.75)
No remuneration for reporting 17 (16.04) 6 (7.5)
Difficult to decide whether ADR has occurred or not 25 (23.58) 15 (18.75)
A single unreported case may not affect ADR database 12 (11.32) 3(3.7)
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Notwithstanding the constant endeavor by the
Pharmacovigilance Programme of India towards
inculcating a culture of ADR monitoring; underreporting
is still very prevalent. It is found that only 6-10% of all
ADRs are reported. Such high rate of underreporting is a
matter of grave concern which can delay detection of
serious ADRs and consequently have a major negative
impact on the public health.?

PvPI recommends that all ADRs should be reported
whether they are serious, non-serious, unusual, new,
recognized and certain. However there appears a
deficiency in the knowledge and perception of physicians
in relation to ADR reporting which should be removed in
order to improve spontaneous reporting.?? Proper
sensitization of the facts that all ADRs need to be
reported is necessary. Majority of the responders from
public set-ups believed that all ADRs needs to be
reported while this awareness was markedly absent
among private practitioners. Interdisciplinary discussions
can help to drive away these existing misconceptions
thereby changing the attitudes of the practitioners.
Persisting attitude that single reporting makes no
contribution also needs correction, as every single
suspected ADR helps in developing data base. Such a
change in attitude will be helpful in improving
spontaneous ADR reporting in the long run.??

Public responders majorly believed that the knowledge
and information about ADR were primarily generated
from preclinical toxicity testing, clinical trials, post
marketing surveillance studies and spontaneous ADR
reporting from healthcare professionals. On the contrary,
private  practitioners regarded spontaneous ADR
reporting as the sole source of generation of information
regarding ADR. Information about ADRs were mainly
gathered from text books, internet, scientific journals,
verbal communication with colleagues, reference books
on drug information, promotional materials and product
launch meetings.?®

Around 20% of the public practitioners documented a
suspected ADR in any surveillance form, while there
were only 3.75% private practitioners who documented
it. Publishing an ADR case report in any medical journal
was found in majority among public practitioners while
81.25% private practitioners did not.

An important component in patient safety is patient
counseling regarding ADRs on prescribing medicines.
About 56.60% of public responders and 58.75% private
responders reported “sometimes” doing so. Majority i.e.
43.39% of public practitioners reported “sometimes”
coming across an ADR in clinical practice while 37.5%
of private practitioners reported “rarely” facing an ADR
in their practice. Difficulty in deciding whether an ADR
has occurred indicates lack of training in identifying
ADRs. Similar responses were observed in higher
proportion in a previous study in which concern that
report may be wrong and difficulty in deciding ADR

occurrence was reported by 81.8% medical doctors. This
deficiency can be removed by having regular
interdisciplinary discussions involving clinicians and
pharmacologists. Furthermore, during undergraduate and
post graduate training program special attention should
be given to safety profile of the drugs apart from rational
therapeutics. Integrating pharmacovigilance related work
in both undergraduates and post graduates curriculum
appears to be the need of the hour.?* There is always a
requirement for constant training and enactment of
regulations for ADR reporting among healthcare
professionals. 36.7% of public practitioners received
some sort of formal training on ADR monitoring while
only 3.7% of private practitioners received the same.

In a study done by Pimpalkhute in Nagpur, only 35.7% of
respondents, felt that ADR reporting was a professional
commitment, which was much lower than that seen in our
study.? The uncertainty of whether an ADR had occurred
(35%) and lack of time (33%) were the most important
factors discouraging reporting. This finding is similar to
studies done by Khan et al, Reddy et al., Chatterjee et al
and Datta S et al which also cited a lack of time and
determining causality of an ADR as the main reasons for
under-reporting. 21.26-28

Another study in Eastern India also noted good
knowledge about ADR reporting, but attitude and
perception/practice was an area of concern.?’ Majority
(84%) of the respondents in this study had not received
any training or attended any  educational
seminar/workshop/continuing medical education (CME)
on pharmacovigilance, though all the respondents did feel
a need for the same. Educational interventions have been
found to update knowledge and consequently bring a
greater degree of awareness to pharmacovigilance.?428-3
Study by Desai CK et al mentioned the reasons cited by
prescribers for not reporting ADRS in their study. Lack of
knowledge on how (68%) and where (70%) to report the
ADRs and lack of easy access to ADR reporting forms
(49.2%) were the major factors that discouraged
reporting.'4

Studies reemphasized the fact that there is positive
correlation between training of pharmacovigilance and
reporting ADR by healthcare professional and it
demonstrated that the significance of adverse event
monitoring and reporting can be increased through
academic interference. Factors such as the unawareness
about the method to decide the causal relationship
between the ADR can only be removed by regular
training.”*? Studies attribute various factors for gross
underreporting of ADRs among health professionals
which are mainly based on knowledge and perception of
health professionals to reporting. Factors like lack of
financial incentives, lack of ambition to publish a case
series fear of litigation, diffidence that only serious ADRS
needs well documentation along with indifference,
ignorance and lethargy are attributed factors for
underreporting ADRs. Our study cited diffidence about
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whom to report as the primary barrier in ADR reporting
in case of both public and private responders. However,
lack of attitude, concern about regarding it as a medical
negligence were also allied barriers cited. Various studies
reveal lack of time, incentive less extra work load being
major factors responsible for ADR underreporting;
however serious and unusual reactions may encourage
one to report the ADR.42%:28,31-38

Human behaviour, knowledge beliefs, and motivation
play an important role in ADR reporting. UR might be
improved through activities focused on modifying such
factors. UR is strongly associated with certain
attitudes,that possibly could be modified through
educational interventions.®® Adverse drug reactions often
go unnoticed due to failure of medical teams to recognize
adverse drug events or to correlate precisely with
biochemical, pathological or radiological abnormality.*°
Thus, biochemical investigations and diagnostic tools can
pick up substantial number of ADRs and can play an
important role in PV.

Chopra D et al, showed that nearly two third (66%) of the
doctors knew the definition of ADR.** Only one third
(38%) could correctly define pharmacovigilance and
adverse drug event (ADE) respectively. Surprisingly only
one tenth of the doctors (10%) knew what should be
reported. The majority (74.4%) felt that reactions to new
drug should be reported and also those reactions that are
serious and unusual. Only one third (30%) knew whom to
report to and less than half (30%) had actually ever
reported an ADR.

Majority believed that ever evolving modern technologies
can facilitate ADR reporting in India. Strategies towards
improvement in ADR reporting should be undertaken.
Easy and accessible reporting mechanism followed by
continuous medical education, training and proper
sensitization were regarded as prime strategies. Adequate
knowledge and proper practices of pharmacovigilance
and ADR reporting in India will reduce the incidence rate
as well as the health care cost of patient, thus ensuring
patient safety. Training and workshop on ADR reporting,
availability of ADR forms at all departments and monthly
case discussion on ADRs can also improve the scenario.

Limitations

The major limitation of this study was the essentially
small number of participants. In addition, some other
factors that are associated with self-reporting studies such
as accuracy of recall, personal bias could also have
affected the results of this study in some ways.

CONCLUSION

The present study found the awareness about
pharmacovigilance and ADR reporting to be on higher
mark in case of public healthcare practitioners compared
to the private ones. In order to improve ADR reporting,

continuous medical education, training and proper
sensitization of healthcare professionals can help
combating the existing scenario and promising an
improved tomorrow. The PvPl should be widely
publicized in the visual and print media to make health
professionals, as well as the general population at large
aware of its presence and scope. Follow-up educational
sensitization programs should be conducted at all the
centers regularly to reinforce and emphasize the
importance of pharmacovigilance and ADR monitoring.
Pharmacovigilance should be integrated in undergraduate
and postgraduate medical courses. The process of
reporting should be made as seamless, hassle free,
convenient, and less time-consuming as possible. The
fact that majority of respondents agreed that reporting of
ADR is necessary and awareness that pharmacovigilance
should be taught in detail to healthcare professionals
emphasize that they have started to understand the
importance of pharmacovigilance.
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