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ABSTRACT

Background: Adverse drug reactions (ADRs) are the major cause of drug related
morbidity and mortality. Pharmacovigilance is the science that plays an important
role in the reduction of ADRs. Voluntary reporting of ADRs by healthcare
professionals is an important tool in the success of pharmacovigilance program,
but the same are scantly reported due to lack of awareness and knowledge among
the physicians. So, the present study was conducted to evaluate the knowledge,
attitude and practice (KAP) regarding ADR reporting among healthcare
professionals at a tertiary care hospital.

Methods: A questionnaire-based study containing 25 questions (knowledge- 18,
attitude -2 and practice- 5) was conducted in 70 prescribers and time allotted to
complete it was 1 week. Statistical analysis was done by using Graph Pad Prism
version 6.01.

Results: Out of 70 prescribers, only 50 (71.43%) responded. ADR reporting was
considered very important by almost all of them, but actual practice was lacking
as only 36% of consultants had reported any ADR. The higher grading was given
to causes most important for reporting were patient safety, to identify safe drug
and new ADRs. The main reasons for under-reporting were unavailability of
reporting forms when needed, uncertain association and lack of knowledge about
reporting procedure.

Conclusions: The prescribers are aware of the importance of ADR reporting, but
lack of awareness and knowledge are most common cause of under-reporting. So,
there is need of pharmacovigilance awareness program to improve voluntary
reporting of ADRs.

Keywords: Adverse drug reaction, Attitude and practice, Knowledge,
Pharmacovigilance

INTRODUCTION

Drugs are prescribed for the benefit of the patients, but
they can also cause harm to the patient by causing adverse
reactions. Even the ancient Indian text like Charaka
Samhita (written about 6000 years back) mentions about
the adverse reactions of drugs.! Adverse drug reactions are

www.ijbcp.com

the major causes of hospital admission and in- hospital
morbidity and have become important clinical problem
and a constant concern of the public healthcare system
accounting for up to 5% of hospital admission, 28% of
emergency visits and 5% of hospital deaths with associated
economic burden.? Therefore, importance of timely
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detection as well as prevention of ADRs cannot be
overemphasized.

Currently, India contributes only about 3% of ADRS
reported globally.® The spontaneous or voluntary reporting
of ADR is most common method of ADR reporting. But
the under reporting and an inability to calculate the
incidence of ADRs are the inherent disadvantages of this
method.*® So the causes of under reporting among
practitioners are needed to be identified and evaluated so
as to improve the reporting. This knowledge, attitude and
practice analysis of ADR reporting is a step in this
direction.

Knowledge, attitude, practice study related to ADR has not
been extensively conducted in India and can vary from
place to place. A few studies carried out in India and Nepal
have shown poor knowledge, attitude and deficient
practices of ADR reporting among the prescribers and
health care professionals.”® Yet, only a limited number of
pharmacologists and pharmacists, and that too in a few
teaching hospitals and medical colleges in country, have
been involved, and perhaps even fewer possess the
necessary insight about pharmacovigilance.’® There is
urgent need to make people aware about
pharmacovigilance and to ensure patient safety. So, with
this background, this KAP study of pharmacovigilance
was conducted.

METHODS

This was an observational, gquestionnaire- based study,
conducted at V. S. S. Institute of Medical Sciences and
Research, Burla, Odisha from October 2016 to December
2016. Prescribers (consultants and post graduate students)
from various specialties were enrolled in the study after
taking informed consent. A pre validated KAP
questionnaire containing a total number of 25 questions
(knowledge = 18, attitude= 2 and practice= 5 with their
further subdivisions) were distributed among them to
obtain information regarding the demographics of
respondents, knowledge regarding the ADR reporting
system, their attitude towards ADR reporting and the
factors that encourage or discourage reporting.t**? They
were only asked to mention their age, sex, specialty and
qualification, which were used as demographic variables.
Prescribers were not required to reveal their identities.

A total number of 70 KAP questionnaires were distributed
and time period allotted to complete the form was one
week, reminder was given two days after and if forms were
misplaced, they were replaced. Procedure and queries
were briefly explained to each prescriber personally.

One week after, forms were collected. Those who were not
willing to take part in study were excluded. Prescribers
were requested to answer as many questions as possible
and then questionnaires were evaluated for their
completeness and one point was given for every question
and for its subdivision (maximum score: 60). The

knowledge part was evaluated separately by giving one
point to each question. Those whom scored less than 25,
were graded as having poor knowledge, score between 25-
40 was considered as average/ working knowledge and
those who scored above 40, were considered to have
adequate knowledge.

Statistical analysis

The data were analysed using the Microsoft Excel and
GraphPad Prism version 6.01. Results were presented as
mean with standard error of mean (MeantSEM) and
percentage.

RESULTS

Total 70 sets of questionnaires were distributed among
prescribers from different specialties of whom 30 were
distributed to consultants and rest were given to post
graduate students. Out of 70, only 50 responded, the
response rate being calculated was 71.43%. Out of total, 50
respondents 25 were consultants and 25 were post graduate
students. The response rate of consultants (83.3%) was
higher than that of post graduate students (62.5%) in our
study. The sex ratio was equal in the present study as out
of fifty respondents 25 (50%) were males and 25 (50%)
were females. Of this, 20 respondents (40%) were below
30 year of age, twenty-two (44%) were between 30- 49
year and eight (16%) were of above 50 years.
Questionnaires were checked for their completeness and it
was found that 31 (62%) were complete and 19 (38%) were
incomplete.

Assessment of knowledge

The first 18 questions were designed to assess the
knowledge of pharmacovigilance. Out of 25 consultants,
23 (92%) and all 25 (100%) postgraduate students were
found to be possessing adequate knowledge of
pharmacovigilance. Only three (12%) post graduate
students had attended a seminar or workshop related to
pharmacovigilance whereas eight (32%) consultants had
attended the same. On the question of the institutional ADR
monitoring centre (AMC) site and location, only 14 (56%)
postgraduate students were aware of that versus 18 (72%)
consultants. Awareness about ADR monitoring centre was
significantly lower in postgraduate students as compared to
consultants. 17 (68%) consultants had knowledge about
ADR reporting form, from the place they collect it and toll-
free number to report any ADR while only 14 (56%)
postgraduate students were aware of these, which was
significantly lower.

The question as to who among the health care professionals
are eligible to report ADRs elicited varied responses like
88% of consultants and 84% of postgraduate students
opined that medical practitioners were eligible while the
same figure for nurses was (52% for consultants and 40%
for postgraduate students), for pharmacists (60%
consultants and 36% postgraduate students) and for health
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workers (48% consultants and 36% postgraduate students).
Respondents also stated that patients and their relatives
(44% consultants and 20% postgraduate students) should
also be allowed to report an ADR. 20 (80%) consultants
and 14 (56%) postgraduate students were knew about
serious ADR and only 12 (48%) consultants and 14 (56%)
of postgraduate students were aware of the period for
reporting an ADR. 12 (48%) consultants and 10 (40%)
postgraduate students stated that they can report an ADR
any time after it appeared. Seven out of 50 respondents
stated that reporting ADR is of no value.

Assessment of attitude

Attitude of both consultants and postgraduate students
towards ADR reporting were positive with all accepting

that it is very important. Both groups had stated that serious
suspected interactions, suspected reactions to vaccines, all
suspected reactions to new drugs and serious suspected
reactions to established drugs were important ADRs to be
reported. The mentioned causes along with other less
important causes with their average grading by both groups
have been enlisted in Table 1.

The important causes of reporting ADR stated by both
groups were to ensure patient safety, to identify relatively
safer drug, to identify unusual ADRs, to detect a new ADR
and to identify factors which might predispose to ADR
along with other reasons according to grading given by
consultants and post graduate students were cited in Table
2.

Table 1: List of important ADRs to be reported with average grading given by consultants and
postgraduate students.

Average grading=SEM (range 1 to 5

|

I Type of ADR Consultants Postgraduate students
Serious suspected interactions 4+0.35 4.64+0.13
Serious suspected reactions to established drugs 3.84+0.37 4.64+0.12
Suspected reactions to vaccines 3.84+0.36 4.64+0.13
All suspected reactions to new drugs 3.72+0.37 4.6+0.16
Suspected teratogenic effects 3.48+0.40 3.88+0.32
All suspected reactions to any drug 3.48+0.39 3.64+0.15
Only serious suspected reactions to new drugs 3.1240.42 3.68+0.29
Suspected reactions to herbal and nonallopathic drugs 3.32+0.41 3.64+0.26
Only proven adverse reactions 1.88+0.36 3.12+0.30

Table 2: List of causes of ADR reporting (average grading by consultants and post graduate students).

| Cause for ADR reporting

~ Average grading+SEM

Consultants Postgraduate students

To improve patient safety 4.32+0.31 4.76+0.10
To identify relatively safer drug 4.16£0.35 4.2+0.20
To identify unusual ADRs 3.96+0.32 4.04+0.17
To identify and detect new ADR 3.88+0.36 3.64+0.24
To identify factors which might predispose to ADR 3.52+0.34 4+0.20
To measure the incidence of ADRs 3.68+0.33 3.68+0.22
To measure the incidence of all ADRs to drugs 3.52+0.32 3.6+0.25
To enable toxicity comparison for drugs in similar therapeutic classes 3.72+0.32 3.56+0.18
To share information about ADRs among Colleagues 3.76+0.33 3.2+0.28
To identify the disease for which drugs are prescribed 2.92+0.38 2.72+0.31
To obtain information about the characteristics of particular reactions 3.2+0.34 3.68+0.22

Assessment of practice

Twenty-two  (88%) consultants and 25 (100%)
postgraduate students encountered 0-5 ADR per week in
their practice. But only nine consultants (36%) have
reported any ADR while none of post graduate students has
reported any ADR yet. But post graduate students have

stated that they have discussed about ADR with their
consultants and colleagues. Most commonly encountered
ADRs were rashes with antimicrobials (44%), gastritis
with NSAIDs (18%), diarrhea with amoxicillin (8%),
angioedema with ACE inhibitors (8%) and sedation with
antihistamines (6%) etc. The factors which play important
role in reporting an ADR was assessed among both groups,
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which is enlisted in Table 3. According to both groups an
unusual reaction and seriousness of reaction were most
common causes. The reasons for non-reporting an ADR
were graded by consultants and postgraduate students and
are listed in Table 4. The common reasons cited by both
groups were uncertain association (66%), unavailability of
reporting forms when needed (76%), lack of knowledge

about reporting procedure (70%) and legal liability issues
(38%). Postgraduate students cited two more important
reasons for non-reporting. They are too much time required
to fill the report and they did not want to create an undue
alarm while the other cause of non-reporting by consultants
were reaction not clinically significant (48%) and ADRs
were well documented before marketing (38%).

Table 3: Factors important in deciding to report an ADR.

Important factors

Percentage (%)

Consultants Postgraduate students
Unusual reaction 96% 80%
Seriousness of reaction 96% 80%
New product involved 84% 80%
Degree of confidence in the diagnosis of the ADR 44% 68%
Willing to comply with guidelines/ recommendations/advisories 52% 60%
Awareness of similar reactions 52% 48%
Request by a pharmaceutical manufacturer 24% 16%

Table 4: List of factors responsible for non-reporting of ADR (average grading by consultants and
postgraduate students).

| Factors responsible for non-reporting of ADR

Average gradingSEM

Consultants Post graduate students

Reporting forms are not available when needed 2.16+0.35 4,28+0.16
Uncertain association 2.56+0.41 3.44+0.21
Ignorance about reporting procedure 2.36+0.39 3.88+0.25
Legal liability issues 2.12+0.38 3.12+0.23
Don’t want to create undue alarm 1.32+0.26 2.36+0.25
Too much time required to fill in the report 1.28+0.25 3.04+0.28
Reaction not clinically significant 2.7240.42 2.92+0.28
Too busy to send an ADR report 1.4+0.25 2.36+0.31
Awareness of similar reactions 2.8+0.38 3+0.25
Doubtfulness about which ADRs should be reported 2.08+0.33 3.52+0.20
Don’t feel obliged to report 1.64+0.35 2.4+0.29
Managing patients is more important than reporting ADR 1.64+0.30 2.4+0.20
Would rather collect and publish personally 1.56+0.30 2.12+0.31
Patient confidentiality issues 1.96+0.35 2+0.18
Uselessness of spontaneous ADR reporting 1.12+0.21 2.2+0.26
ADRs well documented before marketing 2.72+0.36 2.84+0.24
Th|nI_< you may appear foolish to colleagues about reporting a suspected 1.12+0.20 1.84+027
reaction

Opinion was also taken from respondents about their DISCUSSION

preferred mode of reporting an ADR. All twenty-five
(100%) consultants and seventeen (68%) of post graduate
students opted the reporting via ADR reporting forms.

Two (8%) consultants and five (20%) postgraduate
students preferred mail via internet and 12% of consultants
and 16% of postgraduate students wanted to do it by a
phone call to drug company.

This study was a questionnaire-based study, which
included consultants and postgraduate students of a tertiary
care teaching hospital, V.S.S. Institute of Medical Sciences
and Research, Burla, Odisha. This study was done to assess
the knowledge, attitude and practice of prescribers towards
ADR reporting. Indian studies at Mumbai, Mysore and
Muzaffarnagar have shown high knowledge, but poor
practice for ADR, among prescribers.1213 One more study
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conducted in Civil hospital, Ahmedabad have shown not
only poor practice, but also inadequate knowledge.!'The
average knowledge score of respondents was 38% in study
conducted in Ahmedabad.** In present study only 28% of
prescribers were found to be with adequate knowledge,
38% were having average knowledge and 34% had poor
knowledge. The cause for this may be because many of
them have not attended any seminar or workshop related to
pharmacovigilance, indicating the need of such type of
awareness program about pharmacovigilance in institute.

The percentage of response (71.4%) was found to be higher
as compared to study conducted in London (57%), Italy
(59.1%) and India (61%) but lower than in Netherlands
(72.7%).5111415 This may be because present study was
consisting small study population from a teaching hospital,
where faculties were easily available. In this study, the
response rate of consultants was higher than postgraduate
students as compared to study conducted in Ahmedabad,
where response rate of postgraduate students were higher
than consultants.!* The reason for these may be less
awareness and lack of knowledge about the importance of
pharmacovigilance among postgraduate students. The
average grading score of 2.4 out of 5 was also given by
postgraduate students that they don’t feel obliged to report
an ADR. These showed the lack of awareness about
importance of pharmacovigilance among them. This might
be due to their feeling that they are students and so, need
not practice pharmacovigilance. The attitude of prescribers
towards ADR reporting was good but actual practice was
very poor, as all the respondents stated that reporting an
ADR was very important and most of them also
encountered 0-5 ADR per week. It showed that they were
aware of adverse reactions and were vigilant also, but
actual reporting rate was very low. Only 36% of prescribers
have reported any ADR yet, although this is higher than
study conducted at Ahmedabad, where only 15% of
respondents had reported any ADR.!' The reasons for
reporting ADRs, as reported by Chetna et al, were to
improve patient safety and identifying new ADRs.!* In the
present study also, the reasons for reporting ADRs were to
improve patient safety, to identify relatively safer drugs, to
detect an unusual ADR and to identify new ADRs.

The reasons for under- reporting of ADRs have been
summarized by Inman as the “seven deadly sins”.'® This
includes financial incentives (rewards for reporting), legal
aspects (fear of litigation), complacency (belief that the
serious ADRs are already documented when a drug is
introduced in the market), diffidence (belief that reporting
should be done when there is certainty that the reaction is
caused by the use of a particular drug), indifference (belief
that a single report would make no difference), ignorance
(that only serious ADRs are to be reported), lethargy
(excuses about lack of time or disinterestedness).'? Some
of these sins were also documented in Mysore, Mumbai,
and Muzaffarnagar.812%® In present study, the most
common cause for non- reporting were unavailability of
reporting forms when needed, uncertain association,
ignorance about the reporting system and doubtfulness

about which ADRs should be reported. In present study
also, some of the Inman’s “seven deadly sins” were found,
of which legal aspects, complacency and diffidence were
most important while the lack of financial incentives was
least common cause. These suggested the essential need of
pharmacovigilance awareness program. Ignorance about
reporting was more evident among post graduate students

as compared to consultants.

Spontaneous reporting of ADRs by patients and healthcare
personnel, other than doctors, is practiced in many parts of
the world.*™"° In present study, about 86% of respondents
answered that medical practitioners were eligible for ADR
reporting while only 36% respondents stated that patients
could also report an ADR. Similar kind of finding was also
observed in study conducted by Chetna et al, where less
than half of the respondents opined that nurses,
pharmacists and dentists were eligible for ADR reporting.
Many of our respondents also were not aware about that
what happened with their reported ADR, 30% of them
opined that they are sent to State Health Department for
further action and 24% opined that they have been sent to
Dean and Medical Superintendent of the institute along
with National ADR monitoring centre. These are the
important lacunas of knowledge related to ADR reporting,
we have found in our study. Once they come to know the
fate of these reports, it would generate interest among them
to report ADRs. These can be overcome by educational
interventions, feedback to reported ADRs and professional
support by Pharmacologists in reporting and managing
ADRs.

CONCLUSION

The present study pointed out the lack of knowledge and
awareness among healthcare professionals as regards
pharmacovigilance in our hospital which was the important
cause of under-reporting. The doctors, pharmacists and
nurses have a great responsibility in reporting ADRs and
strengthening the pharmacovigilance system. Our findings
may prove to be useful for health authorities and policy
makers for future evaluation and educational initiatives for
improving pharmacovigilance and ADR reporting in
hospitals.
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