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Background: According to WHO Pharmacovigilance is “The science and
activities which are related to the detection, assessment, understanding, and the
prevention of adverse effects or any other drug-related problems.” A majority
of India’s population prefers government hospitals when they are in need of
health care facilities. The patients also prefer other available free health care
facilities. Hence, these hospitals can be a good source for generating an adverse
drug reactions database. However, the Herculean task is to foster a culture of
reporting among the doctors, especially among the junior doctors, as they are
more closely associated with the patient care, hence the present study to assess

awareness of pharmacovigilance among the doctors and to evaluate the impact of
an educational intervention for improving awareness of pharmacovigilance among
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intervention.

intervention

INTRODUCTION

Pharmacovigilance is a science and activities relating
to detection, assessment, understanding, and prevention
of adverse effects or any other drug-related problems
WHO.! Although India are participating in the program. Its
Contribution to Uppsala Monitoring Centre (UMC), Sweden
is very little.?

Adverse drug reactions (ADR) accounts for 0.2-24% of
hospital admissions, 3.7% of patients have fatal ADRs. ADR
leads to number of medical and economic consequences like
prolong hospital stay; increase the cost of treatment and risk
of death also increases.’
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doctors in an Indian tertiary care teaching hospital.

Methods: A suitable self-administered knowledge, attitude, practice (KAP)
survey questionnaire was designed, based on previous studies. An interventional
educational activity was organized and the impact of the educational Intervention
was evaluated by again administering the similar questionnaire. The statistical
analysis was carried for comparing the pre- and post-intervention.

Results: It was seen that the KAP of pharmacovigilance among doctors is low.
The results also showed that there was an improvement after the educational

Conclusions: The KAP of pharmacovigilance is low among doctors and
educational intervention can improve it.

Keywords: Pharmacovigilance, Knowledge, Attitude, Practices, Educational

In a country like India, with a large population and vast diversity,
it is necessary to introduce a standard pharmacovigilance
program.* Though pharmacovigilance program was started
in India in 1982, the awareness about it is much lower.’ It was
revived in 2010 and a 5 years road map has been planned.

Few studies had been carried out in different countries to
assess the knowledge of Pharmacovigilance among the
medical students and practitioners. For e.g., the studies
conducted in U.K., France, and Nigeria showed that a
majority lacked knowledge on pharmacovigilance.* Studies
from different settings indicate inadequate knowledge
about Pharmacovigilance among healthcare professionals
as well as attitudes that are associated with a high degree
of underreporting.>”’
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Pharmacovigilance is still in its infancy in India and there
exists very limited knowledge about this discipline.® Several
studies carried out in India have concluded that there is a
lack of knowledge and awareness about pharmacovigilance
among doctors, practitioners, and students.

Hence, the present study was carried out to assess knowledge,
attitude, and practices (KAP) of pharmacovigilance and to
create awareness about pharmacovigilance among the
doctors.

METHODS

Study design

This was a cross-sectional, questionnaire-based study which
was conducted in a tertiary care hospital Indian Institute of
Medical Sciences and Research, Warudi, Jalna, Maharashtra.

The study instrument was a pre-designed questionnaire
and it was prepared by the faculty of the Department of
Pharmacology based on previous studies.**®

Study population

For the study purpose, 50 doctors were included and given
KAP questionnaire. The doctors were instructed not write
their names so that their identity was not revealed so as to
avoid any kind of bias.

Study procedure

The KAP questionnaire included twenty questions (Table 1).
A pre-test was conducted they were given 20 min to answers
the questions. A CME on pharmacovigilance was conducted
by Department of Pharmacology and (an Educational
intervention), i.e., a seminar was given by senior Professor
of Pharmacology.

The impact of effectiveness of educational intervention
among health care professionals was evaluated by means of
post-KAP questionnaire survey, with reference to previous
study.?

Statistical analysis

The results were calculated by using MS Excel spreadsheet
and expressed in terms of percentage of observations.

RESULTS

It was seen that the knowledge, awareness, and practice of
pharmacovigilance among doctors are low. The results also
showed that there was an improvement after the educational
intervention.

DISCUSSION

Pharmacovigilance is an integral and essential part of patient
care. However, underreporting of ADRs is one of the major
problems associated with pharmacovigilance programs.
Even in countries like UK where Pharmacovigilance
programs are well established, a high level of underreporting
is documented.?

Some Indian studies e.g., by Rehan et al.” which was
conducted at the Lady Harding Medical College, New Delhi,
showed that the knowledge, attitude, and the practices of both
the undergraduates and the prescribers were comparable,
but they needed further improvement.’ A similar study by
Desai et al.!® which was conducted at the Civil Hospital,
Ahmedabad, concluded that under-reporting and a lack of
knowledge about the reporting system were clearly evident
among the prescribers. In other studies like Kulkarni et al.,?
it was seen that the major reasons for underreporting of
ADREs are lack of knowledge about the reporting procedure,
unavailability of reporting center, mailing addresses,
unavailability of ADR report form, lack of knowledge of
the existence of a national ADR reporting system, the belief
that ADR in question was already well known, ADR is
not serious, uncertainty concerning the causal relationship
between the ADR and drug, forgetting to report the ADR and
lack of time, ignorance of reporting procedure.’

In the present study, it was seen that (Table 1) the knowledge
about pharmacovigilance (e.g., its definition scope, reporting
systems) was low. Regarding awareness (e.g., article reading,
prevention of ADRs, how to report ADR, giving ADR
information to the patients) results show that the percentage
of awareness is also less. About practices (e.g., trained,
keeping ADR reports) it was found to be low. Therefore, our
study supports the claims of previous studies.>*!

Conducting CME on pharmacovigilance and giving training
to prescribers about pharmacovigilance seems to be an
immediate necessity. The training program should cover the
location of pharmacovigilance centers, reporting procedure
and method of filling ADR reporting form, according to
Kulkarni et al., the participants of the study by Sushma
et al.,'" stated that reporting of ADRs can be improved by
increasing the awareness by educational programs, which
was also seen in other studies from Portugal'? and Nigeria.'?
A study by Sushma et al.,"" also suggested that providing
more ADR forms would improve reporting rate which is
inconsistent with another study by Castel et al.,'* Li et al.,'
showed that educational intervention improved awareness
of knowledge, attitudes, practice of healthcare professionals
toward practice of pharmacovigilance.

In our study (an Educational intervention), i.e., CME was
conducted by Department of Pharmacology and the ADR
forms were distributed. The result showed that there was an
improvement in knowledge and attitude of pharmacovigilance
after the educational intervention and would also improve
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Table 1: Results.

KAP questionnaire CME Response,
N=50, n(%)
Pre Post
1. Define pharmacovigilance? (most appropriate any one only)
a) The science of monitoring ADR’s happening in a Hospital 4 (8) 4 (8)
b) The process of improving the safety of drugs 5(10) 4(8)
c) *The detection, assessment, understanding, and prevention of adverse effects 33 (66) 40 (80)
d) The science detecting the type and incidence of ADR after drug is marketed 8 (16) 2(4)
2. Aim of the pharmacovigilance is to assess?
a) *Safety 44 (88) 48 (96)
b) Efficacy 6(12) 1(2)
c¢) Cost 0(0) 0(0)
d) None 0(0) 1(2)
3. Pharmacovigilance includes
a) Drug-related problems 29 (58) 7 (14)
b) Blood related products 2 (4) 1(2)
¢) Herbal products 19 (38) 0(0)
d) *All of the above 0(0) 42 (84)
4. Is ADR and ADE same?
Yes 6(12) 9 (18)
*No 44 (88) 41 (82)
5. The commonly seen ADRs such as headache, fever, vomiting has to be reported?
*Yes 23 (46) 41 (82)
No 27 (54) 9 (18)
6. Does ADR reporting have any specific format?
*Yes 41(82) 46 (92)
No 9 (18) 4 (8)
7. In India which regulatory body is responsible for monitoring of ADR’s?
a) *Central Drugs Standard Control Organization 38 (76) 46 (92)
b) Indian Institute of Sciences 1(2) 2(4)
¢) Pharmacy Council of India 6 (12) 2 (4)
d) Medical Council of India 5(10) 0(0)
8. The international center for ADR monitoring is located in?
a) United States of America 28 (56) 5(10)
b) Australia 3(6) 1(2)
¢) France 4(8) 1(2)
d) *Sweden 15 (30) 43 (86)
9. The healthcare professionals responsible for reporting ADR in a hospital is/are?
a) Doctor 11 (22) 3 (6)
b) Pharmacist 1(2) 1(2)
¢) Nurses 1(2) 1(2)
d) *All of the above 37 (74) 45 (90)
10 Which among the following factors discourage you from reporting ADR? (Anyone
only)
a) Non-remuneration for reporting 8 (16) 6 (12)
b) Lack of time to report ADR 16 (32) 18 (36)
¢) A single unreported case may not affect ADR database 6 (12) 7 (14)
d) Difficult to decide whether ADR has occurred or not. 19 (38) 19 (38)

Contd...

International Journal of Basic & Clinical Pharmacology | May-June 2015 | Vol 4 | Issue 3  Page 429



Chandrakapure AR et al. Int J Basic Clin Pharmacol. 2015 Jun;4(3):427-431

Table 1: (Continue)

KAP questionnaire CME Response,
N=50, n(%)
Pre Post
11. Do you think reporting of ADR is necessary?
Yes 43 (96) 49 (98)
No 2 (4) 1(2)
12 Is there a need to include pharmacovigilance in undergraduate curriculum to create
awareness among the budding Doctors?
Yes 46 (92) 50(100)
No 4(8) 0(0)
13. Do you think pharmacovigilance should be taught in detail to healthcare
professionals?
Yes 45 (90) 50 (100)
No 5(10) 0 (0)
14. Have you anytime read any article on prevention of ADR?
Yes 27 (54) 50(100)
No 23 (46) 0 (0)
15. Have you ever been trained on how to report ADR?
Yes 13 (26) 50 (100)
No 37 (74) 0(0)
16. Do you give ADR information of prescribed drug?
Yes 21(42) 39 (78)
No 29 (58) 11 (22)
17. Have you ever come across with an ADR?
Yes 35 (70) 37 (74)
No 15 (30) 13 (26)
18. Have you reported ADR at any time?
Yes 16 (32) 12 (24)
No 34 (68) 38 (76)
19. Do you keep the records of ADR?
Yes 11 (22) 19 (38)
No 39 (78) 31 (62)
20. Are you willing to make ADR reporting?
Yes 44 (88) 48 (96)
No 6 (12) 2 (4)

ADR: Adverse drug reactions, ADE: Adverse drug event, KAP: Knowledge, attitude, practice, Note-(*): Indicates correct answer

(regarding knowledge)

practices of pharmacivigilance. The findings of the present
study are similar to previous study.>!-'>15

According to Sushma et al.!! The reasons for not reporting
an ADR were mainly lack of facilities (50%), followed by
the belief that ADR in question is well known (33%), lack
of knowledge (12%), and lack of time (6%). Though the
teaching faculty felt that the facilities for reporting ADRs
needs to be improved, the students were in doubt that the
ADR to be reported was well known. This indicates that
the students may need more training about what needs to be
reported to the ADR center.!' A study by Li et al.,"” reported
lack of facilities and knowledge to be the main reasons for

not reporting ADR. Another Indian study by Gupta'é from
Mumbai stated lack of clinical knowledge to identify ADR
and its reporting were the main reasons for under-reporting.

Astudy conducted by Salehifa etal.'” in which there is a lack of
satisfactory knowledge of pharmacovigilance among nurses
and pharmacists should educate nursing staff in reporting and
managing ADRs. A study by Clarkson et al.'® showed that
establishment of a proactive scheme like regional pediatric
ADR monitoring center in Trent, UK successfully increased
the reporting of suspected ADRs in that region and also
improved awareness toward drug surveillance in children.
A similar type of focused approach for drug surveillance

International Journal of Basic & Clinical Pharmacology | May-June 2015 | Vol 4 | Issue 3  Page 430



Chandrakapure AR et al. Int J Basic Clin Pharmacol. 2015 Jun;4(3):):427-431

for children was also shown to be very successful in North
America by Carleton et al."

Therefore from findings of the present study and previous
studies it can be summarized that the knowledge, awareness,
and practice of pharmacovigilance among doctors are
low and several steps like educational intervention
(conducting CME) on pharmacovigilance for doctors,
adding pharmacovigilance to the undergraduate curriculum,
teaching pharmacovigilance to nurses and pharmacist,
setting up of a regional pharmacovigilance center can bring
about improvement in the field of pharmacovigilance. This
can help to improve ADR reporting and which in turn will
lead to decrease in medical and economic consequence due to
ADRs, i.e., it will lead to decrease in hospital stay, decrease
in cost of treatments and risk of deaths attributed to ADRs.
The above-mentioned interventions can minimize the risks
and maximize the safety of patient’s health and strengthen
the working of pharmacovigilance of the country and world
over under main Pharmacovigilance Center (UMC, Sweden).

CONCLUSIONS

1) The knowledge awareness and practices of
Pharmacovigilance is low among doctors.

2) Educational intervention (CME) on Pharmacovigilance
can improve knowledge, awareness, and practices.

3) Itwill minimize the risk to patient’s health and improves
the safety of patient’s health.

Hence, this type of study and educational intervention can
strengthen the working of pharmacovigilance of the Nation
and at International level.
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