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ABSTRACT

Background: Majority of the patients first contact the family physicians (FP) for treatment. If adverse drug reaction
(ADR) occurs necessary measures are taken and ADR managed but usually not reported. The present study was
conducted to assess knowledge, attitude and practice of reporting of ADR among family physicians.

Methods: The study was a prospective cross-sectional questionnaire based study. The correctly filled forms from 90
family physicians were analysed based on 20 questions (knowledge 10, attitude 5, and practice 5).

Results: Majority of family physicians were aware regarding the occurrence of ADR and 59% of them were aware that
all ADR should be reported. Most of (71%) the physicians do not know there is ADR reporting form. Majority of them
(93%) are aware that reporting of ADR is necessary that will increase patient safety (92%). About 78% of physician
were aware that ADR can be reported by any of health care professional. However, about 71% do not know how to
report and where to report ADR. Only few of them (19%) have reported ADR.

Conclusions: The family physicians of Surat have adequate knowledge about pharmacovigilance and aware that ADR

should be reported. However, most of them have not reported any ADR due to various reasons.
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INTRODUCTION

An adverse drug reaction (ADR) defined by WHO as any
noxious unintended or undesired effect of a drug that
occurs at dose used in humans for prophylaxis, diagnosis
or treatment.*

ADR are known to be major cause of morbidity and
mortality and contribute to substantial burden on health
care resources.?

Reporting of ADR is an important component of
monitoring and the evaluation activities which are
performed in the hospital. India rate below 1% in terms of
world rate of 5%.3

Studies are available regarding knowledge, attitude,
practice (KAP) in a tertiary care hospital and various other
hospitals by health care professional that include clinician,
resident doctors, nurses and pharmacists.*>

Majority of the patient first contact the family physician
for treatment.

If ADR occurs necessary measure are taken and ADR
managed but usually ADR are not reported. Whether ADR
is reported or not is not clear.

Therefore, we planned to evaluate awareness and reporting
of ADR among family physician; moreover, knowledge
and attitude of reporting ADR were assessed.
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Aims and objectives

Aims and objectives were to evaluate reporting of ADR
among family physician, to assess the knowledge and
attitude of reporting of ADR among family physician.

METHODS

This was a prospective questionnaire based observational
study done in Surat city of India. The clearance from
institutional ethical committee was obtained before the
study. This study was done from October 2016 to June
2017. After obtaining approval from institutional ethical
committee the family physicians of the Surat city
contacted and a printed questionnaire-based survey was
done after taking informed consent from them.
Confidentiality of the information obtained maintained
throughout the study at all the levels.

The questionnaire contained 20 questions (knowledge 10,
attitude 5, and practice 5) are designed to assess the KAP.
Incompletely filled questionnaires are excluded from the
study. The responses were analyzed using Microsoft Excel
2010.

RESULTS

Questionnaire forms were distributed among 200 family
physicians of Surat city. Out of these only 125 forms
received back so response rate is 62.5%, and 35 were
incompletely filled so excluded from the study and 90
completely filled form were analysed for the study.

About 69% of doctors gave correct response regarding
definition of pharmacovigilance. About 29% of doctors
have never seen ADR reporting form. The doctors aware
about three common ADR along with medicine were 74%.
The percentage of doctors not aware about drugs banned
was 62%. About 59% of doctors were aware that the
regulatory body responsible for monitoring of ADR in
India and it is Central Drugs Standard Control
Organization (CDSCO).

The international centre for adverse drug reaction
monitoring is located in Sweden was correctly mentioned
by 40% doctors. About 59% of doctors were believed that
all unknown and known ADRs should be reported for
patient safety.

The sources of information for doctors about ADR were
text books 50%, journals 47.7%, medical representatives
17.7%, seminars/conferences 52.2%, and internet 54.4%.

About 78% of doctors were aware that anyone can report
ADR (medical practitioners, nursing staff, dentists,
physiotherapists, pharmacists); and 60% of doctors were
aware that the nearest ADR centre is located at Surat
Municipal Institute of Medical Education and Research.

Only 47% of doctors were aware that rare ADRs can be
identified during 4th phase of a clinical trial and 93% of
doctors aware that reporting of ADR is necessary.
Pharmacovigilance should be taught to the health care
professionals were the answer given by 91% doctors. Most
of the doctors (92%) were aware that reporting of ADR
will increase patient safety.

Reasons which discourage doctors from reporting ADRs
are 38.8% lack of time to report ADR, 35.5% difficult to
decide whether ADR has occurred or not, 17.7% a single
unreported case may not affect ADR database, 20% no
remuneration, 18.8% fear of action against person
reporting and 71.11% don’t know where and how to
report?

Reporting of ADR is a professional obligation was the
belief of 52% of doctors. Only 19% of doctors reported
ADR to the pharmacovigilance centred their medical
practice and 51% of doctors out of who reported ADR find
difficulty in reporting ADR.

Small percentage of doctors (only 16%) ever been trained
to report an ADR and only 13% of doctors were aware of
any helpline for reporting of ADR.

Table 1: Knowledge related question and percentage of response.

. Correct Incorrect

Questions
response response

Definition of pharmacovigilance 69 31
Have ever you saw the ADR reporting form 29 71
List three common ADR along with medicine 74 26
Name any three drugs are banned in last 5 years 38 62
Name of the regulatory body responsible for monitoring of ADR in India 59 41
Where the international center for adverse drug reaction monitoring is 40 60
located?
Which type of ADRs should be reported for patient safety 58.8 41.2
Who can report ADR? 78 22
Where is nearest center for reporting of ADRs 60 40
During which phase of a clinical trial rare ADRs can be identified? 47 53
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Table 2: Attitude related question and percentage of response.

Questions

Correct response  Incorrect

(%) response (%)
Awareness about reporting necessity of ADR 94 6
Need of teaching of pharmacovigilance to the health care professionals 91 9
Will reporting of ADR increase patient safety 92 8
Is reporting of ADR professional obligation 52 48

Table 3: Practice related question and percentage of response.

Questions

Have you ever reported ADR to the pharmacovigilance centre?

Have you ever been trained about reporting ADR
Are you aware of any helpline for reporting of ADR

Table 4: Source of information about ADR.

Text books 50

Journals 47.7
Medical representatives 17.7
Seminars/conferences 52.2
Internet 54.4

Table 5: Factors discouraging from reporting.

Factors Percentage

Lack of time to report ADR 38.8
Difficult to decide whether ADR has 355
occurred or not '
A single unreported case may not 177
affect ADR database '
No remuneration 20
Fear of action against person 18.8
reporting '
Don’t know where and how to report  71.11
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Figure 1: Source of information on ADR.

Correct response  Incorrect
(%) response (%)
19 (yes) 81 (no)

17 83

14 86

DISCUSSION

Present study was a questionnaire-based study which
included family physicians of Surat city of Gujarat.
Questionnaire forms (200) were distributed out of these
only 120 filed forms received back i.e. response rate in our
study was 62% which was similar to study by Desai et al
but study done by Reddy et al° response was 90%.°

About 93% doctors were aware about the necessity of
reporting in our study similar results obtained by Hardeep
et al and Lin et al but in study of Batman et al it was
different.”®

In the present study, 93% family physicians agreed that
reporting is necessary and in 92% agreed that it increases
safety of patients. Similar results were seen in the study by
Upadhyay et al 93.07% and 92.08% respectively.®

In our study, practitioners have knowledge about
pharmacovigilance (Table 1) but they don’t practice
(Table 3 and 5). Chatterji et al observed similar results
while Updhyay observed poor knowledge and poor
practice.!*

Similar with the findings of Bharatn et al, in our study,
only 30% doctors were aware of any helpline for reporting
ADR.2

In our study, 19% respondent stated that they have
reported ADR previously but Upadhyay et al observed that
7.9% doctors reported ADR previously.*

In the present study, 71.11% doctors don’t know how and
where to report an ADR similar results i.e. 70% observed
by Radhakrishnan et al.*®

In our study, 38.8% practitioners opined that lack of time
is the cause of under reporting of ADR which is similar by
study conducted by Veleno et al.**
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The limitation of the study was attrition in the sample size,
only 62.5% family physician responded to questionnaire
out of these incomplete responses were excluded from the
study so the sample size became smaller. The further study
is needed with bigger sample size.

CONCLUSION

The family physicians of Surat have adequate knowledge
about pharmacovigilance and aware that ADR should be
reported. However, most of them have not reported any
ADR due to various reasons.
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