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ABSTRACT

Background: Adverse drug reactions (ADR) are more commonly observed
during treatment course in a substantial number of patients. Though we have a
functioning pharmacovigilance programme in India, we have only fewer
number of adverse drug reactions being reported indicating lack of awareness,
the unsure attitude and reluctance in reporting adverse drug reactions.

Methods: We conducted a cross sectional pretested questionnaire based study
for a period of six months. 600 questionnaires were distributed. 521 responded
back to the questionnaire of which 29.6% were interns, 56.8% were junior
residents, 5.2% doctors were senior residents, and 8.4% were Assistant
professors. Awareness on ADR reporting, ADRs encountered in practice,
common causative drugs for ADR, and awareness on the functions of
Pharmacovigilance programme of India were assessed.

Results: 44.9% were not aware of the pharmacovigilance programme; 59.5% of
the study population were not aware of the voluntary reporting of ADRs. 100%
of the doctors who participated actively in the study responded that have not
reported any ADR so far under pharmacovigilance programme of India. 88.1%
of the doctors who participated in the study were willing to undergo a training
on ADR reporting and pharmacovigilance.

Conclusions: This study concludes that serious measures have to be taken to
educate the doctors on ADR reporting and pharmacovigilance. By means of
involving pharmacovigilance as a part of the undergraduate programme and by
organising regular workshops, group discussion and continuous medical
education, we can improve the awareness among doctors regarding ADR
reporting and pharmacovigilance.
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INTRODUCTION

Adverse drug reactions are more commonly observed
during the course of therapy in a substantial number of
patients. ADRs are one of the important causes of
morbidity and mortality worldwide.® WHO defines
adverse drug reaction as “any noxious, unintended and
undesired effect of a drug, which occurs at doses used in
humans for prophylaxis, diagnosis or therapy”. This
definition excludes therapeutic failures, intentional and
accidental poisoning (i.e. overdose and drug abuse).’

Newer medicines have an improved mechanism of action
for diseases in which they are used. However, in spite of
their benefits, evidence suggests that adverse reactions to
medicines are common, yet often preventable. The
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prevalence of ADR in India is 16.2%.% To overcome this
problem of adverse drug reactions, the Ministry of Health
and Family Welfare, Govt. of India, has initiated the
National Pharmacovigilance Programme.
Pharmacovigilance is by definition “the science and
activities which are related to the detection, assessment,
understanding and the prevention of adverse effects or
any other drug related problems”.* The purpose of this
programme is to collect the data, analyse and use the
outcome of the data to recommend well informed
regulatory interventions, and also communicating the
risks to the health care professionals and to the public.
The pharmacovigilance programme is coordinated by the
National Pharmacovigilance Centre at the Central Drugs
Standard Control Organization in New Delhi. The
National Centre is operating under the supervision of the
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National Pharmacovigilance Advisory Committee, to
recommend the procedures and guidelines for regulatory
interventions.®

Under Pharmacovigilance programme of India, Voluntary
reporting stays to be the most important methods of
surveillance of ADRs. Voluntary reporting system in
which the ADR forms are filled by the physicians,
pharmacists and also the patients, who are consumers, to
report suspected ADRSs to a pharmacovigilance centre.®’

METHODS

The study design was a cross sectional questionnaire
based study.

The setting of this study was conducted at the
Government Medical College, Kozhikode. This is one of
the oldest medical colleges in Kerala started in 1954.

The study was approved by the Institutional Ethics
committee, Government Medical College, Kozhikode.

Study population

This study was a non-interventional study done among
the doctors in whom interns, junior residents, senior
residents and Assistant professors participated. Those
who were not willing to participate and those who did not
return the questionnaires in the stipulated time were
excluded from the study.

The study tool was a pretested closed end questionnaire
which was designed to assess the awareness of adverse
drug reaction reporting among the doctors at Government
medical college, Kozhikode.

Study procedure

All the doctors who were willing to participate in the
study were administered the questionnaire. The
participants were briefed about the questionnaire. The
participants were given 30 minutes to answer the
questionnaire and they were not allowed to consult
anyone during that time. They could maintain anonymity
with regards to their names, but they had to write their
designations. The answers to the questions were not
mutually exclusive. They were requested to return the
duly filled in forms at the end of 30 minutes. The
questionnaires were then evaluated and were analysed by
SPSS version 18.0

RESULTS

A total of 600 questionnaires were distributed out of
which 521 responded back to the questionnaire. Among
521 doctors who responded, 29.6% were interns who
were undergoing their house surgeon ship, 56.8% were
junior residents, 5.2% doctors were senior residents, and
8.4% were assistant professors.

Awareness of adverse drug reaction reporting as to who
has to report was assessed. 18.6% of the study population
responded that it is the duty of the doctors to report
ADRs; 68.3% responded that all health care professionals
are qualified to report ADRs; 4.6% responded that only
doctors and nurses are qualified to report ADRS; 4%
responded that pharmacists are qualified to report the
ADRs; 4.4% of the study population have no opinion on
who has to report ADRs.

77.7% of the doctors who participated actively in the
study responded that their patients had experienced ADR
at least once in their lifetime whereas 22.3% of the study
population responded that their patients have not
experienced any ADRs so far. Regarding the frequency of
encountering ADRs in practice, 15.9% of the doctors had
encountered ADRs often in their practice, while 13.8% of
the doctors encountered ADRs very rarely, 60.8% of the
doctors encountered ADRs occasionally while 9.4% of
the study population did not respond this question.
Common drugs most likely to produce ADRs were
assessed from the questionnaire; Based on the response
from the study population it was found that that 59.7% of
ADRs may be associated with any drug, whereas new
drugs and vaccines were suspected to cause about 19% of
the ADRs, antibiotics suspected for 38.4% of ADRs while
1.9% of the study population did not respond.

55.1% of study population were aware of the existence of
a functional national pharmacovigilance programme and
449% were not aware of the pharmacovigilance
programme. Regarding the location of National
Pharmacopoeia Commission, only 34.2% of the study
population responded correctly that it is located in
Ghaziabad. 40.5% of the study population were aware of
the ADR reporting form whereas 59.5% of the study
population were not aware of the voluntary form for
reporting ADRs. And also 100% of the doctors who
participated and responded to the questionnaire have not
reported any ADR so far under Pharmacovigilance
Programme of India.

Attitudes on reporting ADR was assessed in which it was
found that 63.7% of the study population felt that ADRs
could not be reported due to lack of time to actively look
for ADRs while at work 10.9% of study population felt
that the report being wrong, 7.7% felt that ADRs could
not be reported promptly due to lack of time, 6.7% felt
that ADRs are not reported due to non-remuneration for
reporting, 3.1% felt that reporting an ADR might generate
extra work, 6.5% felt that there was no need to report a
recognised ADR. 64.3% of the study population felt that
ADR reporting to be made compulsory whereas 20% of
the study population felt that ADR reporting should be
voluntary, while 15.7% felt that ADR reporting should be
remunerated.

88.1% of the doctors who participated actively in the
study were willing for training on how to report an ADR

International Journal of Basic & Clinical Pharmacology | September-October 2016 | Vol 5 | Issue 5 Page 2237



Laila KV et al. Int J Basic Clin Pharmacol. 2016 Oct;5(5):2236-2239

Table 1: Questionnaire results.

| Entity Results

No. of questionnaires

Distributed - 600
Filled - 521

Study population

Interns - 29.6%

Junior residents - 56.8%
Senior residents - 5.2%
Assistant professors - 8.4%

Awareness on who has to report an ADR

Doctors: 18.6%

All health care professionals - 68.3%
Doctors and nurses - 4.6%
Pharmacist - 4%

No opinion - 4.4%

Whether experienced ADR in lifetime?

Yes-77.7%
No - 22.3%

ADR frequency encountered in practice

Often - 15.9%

Very rarely - 13.8%

Occasionally - 60.8%

No response - 9.4%

Common drugs causing ADR

Any drug - 59.7%

Antibiotics - 38.4%

New drugs and Vaccines - 19%

No response - 1.9%

Awareness on existence of pharmacovigilance programme of
India

Aware - 55.1%

Unaware - 44.9%

Location of National pharmacopoeia commission

Correct (Ghaziabad) 34.2%

Incorrect - 65.8%

] Aware - 40.5
Aware about voluntary reporting form for ADRs Unaware - 59.5%
Yes - 0%
5
Reported any ADR so far? No - 100%

Reason for under reporting

Lack of time to look for an ADR - 63.7%

Lack of time to report a recognized ADR - 7.7%

Report might be wrong - 10.9%

Non remuneration for reporting - 6.7%

Generates extra work - 3.1%

Not needed to report an ADR - 6.5%

No response - 1.4%

Willing for training in pharmacovigilance

Yes - 88.1%

DISCUSSION

India has one of the largest drugs consuming population,
with majority of people belonging to low socioeconomic
group. Thus, it is the need of the hour to identify adverse
drug reactions as early as possible in order to prevent
them if possible, for ensuring the well-being of the patient
at reasonable cost.® In common, drugs and any other
substances that is capable of producing a therapeutic
effect may also lead to adverse effects which may range
from mild to lethal adverse effects.® “There are 3 actions
of a drug: the one you want, the one you don’t want, and

the one you don’t know about”.*

In India, the pharmacovigilance related activities were
started early in 1986. But it was not successful due to
technical issues. Later Ministry of Health and Family
Welfare, Government of India, launched the
Pharmacovigilance Program of India (PvPl) in July 2010-
11. Pharmacovigilance can survive only on spontaneous
reporting by the healthcare professionals, which in turn
depends on  their good  knowledge  about
pharmacovigilance as well as their willingness to report.?
Many factors are related to the adverse drug reaction
under reporting among the doctors. But basically, in order
to improve the reporting rate, it is important to educate the
doctors regarding ADR reporting as well as
pharmacovigilance.
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This study evaluated the awareness of adverse drug
reaction reporting among the interns, junior residents,
senior residents and assistant professors of a Government
teaching hospital. Many Indian studies were conducted
evaluating the Knowledge, attitude and awareness on
adverse drug reaction reporting among health care
professionals. These studies revealed that the awareness
on adverse drug reaction reporting among the doctors is
very low owing to the poor knowledge on
Pharmacovigilance practice activities.'**®

Our study was in accordance with the above mentioned
studies. In our study 44.9% were not aware of the
Pharmacovigilance programme; 59.5% of the study
population were not aware of the voluntary form for
reporting ADRs. 100% of the doctors who participated
actively in the study responded that have not reported any
ADR so far under pharmacovigilance programme of
India. 88.1% of the doctors who participated in the study
were willing to undergo a training on ADR reporting and
pharmacovigilance.

These observations suggest the need to incorporate ADR
reporting and pharmacovigilance based education in their
undergraduate training programme. A good theoretical
knowledge on ADR reporting and pharmacovigilance can
be incorporated in the students by adding these topics in
their syllabus and also practical knowledge can be sought
by visiting the nearest Pharmacovigilance centre and
training them in the data handling activities. Seminars,
group discussion and continued medical education
programmes can also serve as a means of educating the
doctors on ADR reporting. As a result, students as doctors
can realise that medicines are meant to save lives as most
of the ADRs are often preventable. This also helps to
realise that reporting an ADR also contributes
significantly to the healthcare system and also reduce the
economic burden to the consumers by bringing proper
regulatory interventions.
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