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ABSTRACT

Introduction: Pharmacovigilance plays an important role in the
healthcare sector, in terms of health and economic burden. Studies
on interns are limited and it is an aspect that requires further study.

Aim: To evaluate the knowledge, attitude and perception of
pharmacovigilance awareness among MBBS interns at a teaching
hospital in southern India. Also, to study the reasons for under-
reporting of Adverse Drug Reactions (ADR).

Materials and Methods: This questionnaire-based, cross-sectional
study was conducted among the 112 MBBS interns at Konaseema
Institute of Medical Sciences and Research Foundation,
Amalapuram, Andhra Pradesh, India, in December 2013. The interns
were asked to complete 25 predesigned questionnaire based
on the Knowledge, Attitude and Perception (KAP). The answered
questionnaires were statistically analysed by using Microsoft Excel
worksheet.
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INTRODUCTION

Adverse Drug Reactions (ADR) are unwanted effects of drugs. These
are responsible for prolonging hospitalisation, significant increase
in economic burden and increasing death [1]. ADRs are the main
reason of mortality and morbidity worldwide [2]. Monitoring of ADRs
is called as pharmacovigilance. Activities in pharmacovigilance
include detection, assessment, understanding, prevention of ADRs.
Postmarketing surveillance of drugs is very important in analysing
and managing the risks associated with drugs, once, they are
available for the use in the general population.

Adverse drug reactions are a complicated trouble which require
attention of patients, scientific professionals, the pharamcological
industries, drug regulatory bodies [3]. ADR reporting does not appear
to be part of standard practice for healthcare providers now [4].
The Uppsala Monitoring Centre (UMC) World Health Organisation
(WHO), Sweden is maintaining the international database of
ADR reports. Although, India is participating in the program, its
contribution to UMC database is very little. Furthermore, due to
a lack of knowledge and poor training on drug safety monitoring
among healthcare workers, the Indian National pharmacovigilance
Programme lacks continuity [5].

According to studies from many contexts, healthcare workers
have insufficient awareness about pharmacovigilance as well as
attitudes that are linked to a high level of under-reporting [6,7]. Out
of the several methods of detecting ADRs, spontaneous reporting
is the one that has contributed significantly to improved levels of
pharmacovigilance in many countries [8,9].

It is essential to enhance the knowledge, attitude, and perception
of all healthcare workers for better reporting of ADRs. Among all
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Results: Out of total 112 MBBS interns, only 94 completed the
questionnaire within the stipulated time. There were 41 males
and 53 females, with a mean age of 25+2 years. The response
rate was 83.9%. A 48 (51.1%) interns had come across Adverse
Drug Reactions (ADR) cases during their practice, however,
among them only 24 (50%) reported them. Difficulty to identify
the causative drug, was the major cause for under-reporting as
per 23 (24.4%) interns. Majority (60.6%) were of the opinion
that, pharmacovigilance only covers drug-related side-effects,
not other types of side-effects.

Conclusion: Interns are the upcoming doctors, hence, increased
attention must be paid to their lack of pharmacovigilance
knowledge, in order to improve the clinical management and
rational use of drugs.

healthcare workers, interns of MBBS course play a crucial role in
clinical practice, as they are the future clinicians, and also will be
the primary care providers for all types of ADRs. However, very few
studies were conducted on interns, which show that more than
half of the interns were lacking the knowledge and training on ADR
reporting [10].

The present study aimed to evaluate the Knowledge, Attitude and
Perception (KAP) of MBBS interns in a southern Indian teaching
hospital. The study also aimed to look at the reasons for under-
reporting of ADRs.

MATERIALS AND METHODS

This study was a cross-sectional, questionnaire-based study involving,
112 MBBS Interns (2013-14 batch), at Konaseema Institute of
Medical sciences and Research Foundation, Amalapuram, Andhra
Pradesh, India, in December 2013. The approval was obtained from
Institutional Ethics Committee (Reg no: IEC/13/Nov/135/33).

Inclusion and Exclusion criteria: All 2013-14 batch MBBS interns
were included in the study. Those who did not return the questionnaire
within the given time, were excluded from the study.

Study Procedure

The participants were required to answer predesigned and validated
questionnaire on KAP on pharmacovigilance, within 30 minutes.
There were 25 questions that were face-validated by the professors
ofthe Pharmacology Department for feasibility, readability, formatting,
and clarity. All interns were assembled at one place to distribute the
hard copies of the questionnaire. Participant’s consent was assumed
when they were willing to answer the questionnaire. Hence, out of
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112 particpants only 94 were taken into consideration. Only one
answer was supposed to be marked for each question.

STATISTICAL ANALYSIS

The answered questionnaires were statistically analysed by using
Microsoft Excel worksheet (2013). Participant’s names were not
disclosed.

RESULTS

There were 41 males and 53 females, with a mean age of 25+2 years.
The response rate was 83.9%. Important causes for under reporting
of ADRs are depicted in [Table/Fig-1].

Only 39 (41.4%) interns [Table/Fig-1] could answer that
pharmacovigilance means ADR monitoring. Many of the interns
(57, 60.6%) believed that pharmacovigilance covers only drug
related ADRs and not any other types of ADR. Majority of them
(86.1%) felt that, they are not sufficiently trained in ADR reporting.

Knowledge questions Options n (%)
Adverse drug reaction monitoring | 39 (41.4%)
Monitoring of drug plasma levels 20 (21%)
1. Pharmacovigilance means? Inspection of the pharma company
for good manufacturing practice 15(16.5%)
Al 20 (21%)
Drug related side-effects 57 (60.6%)
Blood products side-effects 12 (13%)
2. Pharmacovigilance covers? Medical devices side-effects 10 (10.6%)
Vaccines side-effects 5 (5%)
All 10 (10.6%)
3. Pharmacovigilance main Mainly safety 81(86.1%)
aim is? Mainly efficacy 13 (13.9%)
Type A 59 (62.7%)
4. Which type of ADR is very Type B 12 (12.7%)
common? Type C 9(9.5%)
Type D 14 (14.9%)
Phase-1 26 (27.6%)
5. In which clinical trial phase Phase-2 23 (24.4%)
rare ADRs also can be
identified? Phase-3 27 (28.7%)
Phase-4 18 (19.1%)
Red alert 26 (27.6%)
6. The first alert due to serious Red signal 16 (17%)
Adverse Drug Reactions is
called? Signal 14 (14.9%)
Notification 38 (40.4%)
Disability 3(3.2%)
7. An adverse event is serious Life threatening 11(11.7%)
when patient outcome is? Prolongs hospitalisation 8 (8.5%)
All of the above 72 (76.5%)
|dentifiable patient and reporter 6 (6.4%)
8. Mandatory elements for Identifiable reaction 8 (8.5%)
making valid report? Identifiable drug 9(9.5%)
Al 71 (75.5%)
9. Both ADR (adverse drug Yes 52 (55.3%)
reaction) adverse events are
synonyms? No 42 (44.7%)
10. Every medication on the Yes 4 (4.3%)
market is safe? No 90 (95.7%)
11. Confidentiality is mandatory Yes 47 (50%)
requirement in ADR reporting? No 47 (50%)
12. Do you know any nearby AMC | Yes 32 (34%)
(ADR monitoring centre)? No 62 (65.9%)

[Table/Fig-1]: Knowledge questionnaire with responses (N=94).
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Nearly half of the interns (48, 51.1%) had come across ADR
cases during their practice, however among them only 24 (50%)
reported ADRs. Half of the interns felt confidentiality is mandatory
for reporting ADR. Knowledge about nearby ADR reporting and
monitoring centre was lacking in majority (65.9%). Very less number
of interns (37.2%) gave instructions regarding ADRs to patients
while prescribing medicines. Though many of the interns (78.7%)
had gone through ADR form, but only 18 (19.1%) of them knew that
ADRs can be identified in phase-4. A total of 14.9% interns, marked
correctly for first alert, as signal. About 55.3% interns, thought that
both ADR and Adverse Event (AE) were synonyms.

The present study also highlights many positive aspects about
pharmacovigilance-many of the interns (86.1%) believed that, the
aim of pharmacovigilance is to assess safety over efficacy, majority
of them (97.8%), also thought safety monitoring of medicines
should be a standard aspect of clinical practice, 72.3% interns,
knew the fact that ADR reporting can be done by any person not
the healthcare professionals alone, more than 60.6% of interns
knew about Pharmacovigilance Programme of India, 76.5% were
able to identify correct seriousness criteria [Table/Fig-2]. A total of
71 (75.5%) interns, correctly knew which mandatory elements in
ADR reporting need to be filled. About 59 (62.7%) knew that type
A is the most common type of ADR. Many interns (84%) expected
proper reply from ADR monitoring centre for better reporting. More
than 92.5% interns were in opinion that ADR reporting will benefit
patients; but very few interns (19.1%) felt that, ADR reporting is time
consuming, without any benefit.

Attitude questions Options n (%)
Yes 57 (60.6%)
13. Have you heard about No 8 (8.5%)
Pharmacovigilance Programme
of India (PvPI)? Can't say 19 (20.2%)
May be 10 (10.6%)
14. Pharmacovigilance would be Yes 87 (92.5%)
beneficial to the patient? No 7 (7.5%)
15. Training on ADR reporting was Yes 13 (13.8%)
satisfactory? No 81 (86.1%)
17. ADR reporting activity is just time Yes 18 (19.1%)
consuming without any benefit? No 76 (80.9%)
N 26 (27.6%
18. Do you instruct regularly ever ¢ o
about ADRs to patients when Sometimes 33 (35%)
ibing?
prescriving Always 35 (37.2%)
19. Do you expect reply for ADR Yes 79 (84%)
reporting? No 15 (15.9%)

[Table/Fig-2]: Attitude questionnaire with responses (N=94).

Nearly half of the interns (48.9%) worried about legal issues, while
thinking of ADR reporting [Table/Fig-3]. Though majority of interns
(95.7%) believed that, all the medications available in the market are
not safe, but the difficulty to identify causative drug was the most
common reason felt by interns (24.4%) for under-reporting [Table/Fig-4].

Perception questions Options n (%)
Yes 74 (78.7%)
20. Have you ever seen ADR form?
No 20 (21.2%)
All healthcare professionals 11 (11.7%)
Patients 8 (8.5%)
21. Who can report ADR?
Lawyers 7 (7.5%)
All of the above 68 (72.3%)
22. Have you come across any Yes 48 (51.1%)
patient with ADR in your career? | N 46 (48.9%)
23. Have you ever reported an Yes 24 (25.5%)
adverse drug reaction? No 70 (74.5%)
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24. Are you concerned about Yes 46 (48.9%)
legal issues as you think about
reporting ADRs? No 48 (51.1%)
25. Medicine safety monitoring Yes 92 (97.8%)
should be a standard aspect
of clinical practice? No 2(2.2%)

[Table/Fig-3]: Perception questionnaire with responses (N=94).

Reason n (%)
16a. Only safe medicines exist in the market 3(3.2%)
16b. No incentives 8 (8.5%)
16c¢. It’s hard to accept that the patients have been harmed. 9(9.5%)
16d. Physician can publish the data rather than reporting. 18 (19.1%)
16d. Difficult to identify causative drug. 23 (24.4%)
16d. No idea to whom the report can be sent. 15 (15.9%)
16e. Unable to confirm the cause, whether drug or disease. 12 (12.7%)
16f. A single report has no value on the situation. 6 (6.3%)

DISCUSSION

[t was a questionnaire-based study to assess the knowledge,
attitude and perception of interns on pharmacovigilance, in a tertiary
care teaching hospital. As interns are upcoming doctors and also
the primary contact persons for patients in all teaching hospitals,
awareness about pharmacovigilance among them plays significant role.

The present study reveals that knowledge, attitude and perception
scores among the 94 interns need to be enhanced. Majority
of the interns (86.1%) felt that, they are not sufficiently trained in
ADR reporting. A similar trend is seen in the studies, conducted at
Dharwad, [10] Hyderabad, [11] where more percentage of interns
and doctors felt the need for adequate ADR training. The majority
(95.7%) interns believed that, all the drugs available in the market
are not safe, which is in line with the Hyderabad study [11].

A study on interns at Dharwad showed that the major cause of
under-reporting is due lack of time [10]. A study from Hyderabad on
healthcare professionals reported that, the major cause was, ‘Don’t
know whom to report’ [11], however in the present study, ‘Difficulty
to identify causative drug’ was the most common (24.4%) cause
of under-reporting.

Nearly half of the interns (48.9%) have not come across ADR
cases, in the present study. This may be due because they are
not sufficiently trained to detect ADR. Prior clinical sensitisation for
ADR will improve case detection. Few studies from Dharwad, [10]
Junagadh, [12] Perambalur [13] reported a higher percentage of
healthcare professional who came across ADR during their clinical
exposure. Further, only half of those, who noticed ADR cases, in the
present study, reported it to the ADR centre.

One needs to maintain confidentiality, while reporting ADR especially
with regard to patients, but in the present study, only 50% interns
felt confidentiality is mandatory. Contrarily, a Nigerian study reported
a high awareness about confidentiality (65.95%) [14]. In the present
study, unusually high number of interns (48.9%) worried about
legal issues while thinking of ADR reporting. These findings are
not in concurrence with a Gujarat study, where, 17.8% of the
postgraduate medical students are concerned about the legal
issues [15]. Hands-on training and awareness will help to minimise
these apprehensions. In the present study, only 8.5% felt that an
incentive will improve ADR reporting. Studies from conducted in
Chennai [16], Sikkim [17] also, support remuneration for an increase
in ADR reporting.

The ADRs are an unavoidable risk factors with the use of modern
medicines. Studies in the USA and France, had shown that ADRs
were the main contributors to morbidity and mortality [18]. As the
data regarding ADRs keeps on upgrating, clinicians need to update
themselves [19]. Undergraduate pharmacovigilance training may be
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insufficient or conducted in an ineffective manner for the duty of
ADR monitoring and reporting [20].

Limitation(s)

The relatively small number of participants is a limitation. The opinion
of participants, who did not return within stipulated time could have
affected the overall interpretation of results.

CONCLUSION(S)

The present study concludes that interns were lack of proper
knowledge regarding pharmacovigilance, however attitude and
perception were relatively better. Even though majority of the
interns came across ADRs and felt pharmacovigilance activity will
be beneficial to the patient, reporting done by them is lower. Also,
they were in opinion that training provided to them was inadequate,
hence there is a need for regular training and motivation for ADR
reporting. Importance should be given to various aspects of
pharmacovigilance in medical curriculum. Further studies needed
to strengthen effectiveness of pharmacovigilance activities.

Acknowledgement

Authors wish to thank, all the interns of Konaseema Institute of
Medical Sciences, who gave their valuable suggestions and time to
participate in the present study.

REFERENCES

[1] Classen DC, Pestonik SL, Evans RS, Lioyd JF, Burke JP. Adverse drug events in
hospitalised patient-excess length of stay, extra cost and attributable mortality.
JAMA. 1997;277:301-06.

[2] Lazarou J, Pomeranz BH, Corey PN. Incidence of ADR in hospitalised patients:
A meta-analysis of prospective studies. JAMA. 1998;279:1000-05.

[3] Bremanan T, Leape L, Lared N. Incidence of adverse events and negligence
in hospitalised patients-Result of Harvard Medical Practice Study-l. New Eng J
Med. 1991;324:370-76.

[4] Green CF, Mottram DR, Brown AM, Rowe PH. Attitudes of hospital pharmacists
to adverse drug reactions and the ‘yellow card’” scheme: A qualitative study.
International Journal of Pharmacy Practice. 1999;7:247-55.

[5] Rajesh R, Vidyasagar S, Nandakumar K. Highly active antiretroviral therapy
induced adverse drug reactions in Indian human immunodeficiency virus positive
patients. Pharmacy Practice. 2011;9(1):48-55.

[6] Perlik F, Slanar O, Smid M, Petracek J. Attitude of Czech physicians to adverse
drug reaction reporting. Eur J Clin Pharmacol. 2002;58:367-69.

[7] Hasford J, Goettler M, Munter KH, Muller-Oerlinghausen B. Physicians’ knowledge
and attitudes regarding the spontaneous reporting system for adverse drug
reactions. J Clin Epidemiol. 2002;55:945-50.

[8] Waller PC. Making the most of spontaneous adverse drug reaction reporting.
Basic Clin Pharmacol Toxicol. 2006;98:320-23.

[9] Vallano A, Cereza G, Pedros C, Agusti A, Danés |, Aguilera C, et al. Obstacles
and solutions for spontaneous reporting of adverse drug reactions in the hospital.
Br J Clin Pharmacol. 2005;60:653-58.

[10] Korde RA, Radhika MS. A KAP study of pharmacovigilance among junior
residents and interns of a tertiary care hospital. Int J Basic Clin Pharmacol.
2018;7:2178-83.

[11] Kamtane PA, Jayawardhani V. Knowledge, attitude and perception of physicians
towards adverse drug reaction (adr) reporting: A pharmacoepidemiological study.
Asian J Pharma Clin Res. 2012;5( Suppl 3):210-14.

[12] Sondarva DB, Malam PP, Chavda DA. Knowledge, attitude, and practice
of pharmacovigilance among interndoctors of peripheral medical college
in Gujarat. National Journal of Physiology, Pharmacy and Pharmacology.
2022;12(2):220-24.

[18] Gupta SK, Nayak RP, Shivaranjani R, Vidyarthi SK. A questionnaire study on
the knowledge, attitude, and the practice of pharmacovigilance among the
healthcare professionals in a teaching hospital in South India. Perspectives in
Clinical Research. 2015;6(1):45-52.

[14] Enwere OO, Fawole Ol. Adverse drug reactions reporting by physicians in
lbadan, Nigeria. Pharmacoepidemiol Drug Saf. 2008;17:517-22.

[15] Upadhyaya HB, Vora MB, Nagar JG, Patel PB. Knowledge, attitude and practices
towardpharmacovigilance and adverse drug reactions in postgraduate students
of Tertiary Care Hospital in Gujarat. J Adv Pharm Technol Res. 2015;6:(1):29-34.

[16] Srinivasan V, Sheela D, Mridula D. Knowledge, attitude and practice of
pharmacovigilance among the healthcare professionals in a tertiary care hospital-
A questionnaire study. Biomed Pharmacol J. 2017:10(3):1441-47.

[17] Datta S, Sengupta S. An evaluation of knowledge, attitude, and practice of
adverse drug reactionreporting in a tertiary care teachinghospital of Sikkim.
Perspectives in Clinical Research. 2015:6(4):200-06.

[18] World Health Organisation. Safety of Medicines. A guide to detecting and reporting
adverse drug reactions. Geneva, Switzerland: World Health Organisation; 2002.
WHO/EDM/QSM/2002.2.



G Ravindrakumar et al., KAP of Pharmacovigilance Awareness among Interns www.jcdr.net

[19] Fadare JO, Enwere OO, Afolabi AO, Chedi BAZ, Musa A. Knowledge, attitude
and practice of adverse drug reaction reporting among healthcare workers in a
tertiary centre in Northern Nigeria. Trop J Pharm Res. 2011;10(3):235-42.

[20] Gupta P, Udupa A. Adverse drug reaction reporting and pharmacovigilance:
Knowledge, attitudes and perceptions amongst resident doctors. J Pharm Sci
Res. 2011;3(2):1064-69.

PARTICULARS OF CONTRIBUTORS:

1. Assistant Professor, Department of Pharmacology, Sri Padmavathi Medical College for Women, Sri Venkateswara Institute of Medical Sciences, Tirupati, Andhra Pradesh, India.
2. Assistant Professor, Department of Ophthalmology, Great Eastern Medical School and Hospital, Srikakulam, Andhra Pradesh, India.

3. Assistant Professor, Department of Ophthalmology, Great Eastern Medical School and Hospital, Srikakulam, Andhra Pradesh, India.

4. Associate Professor, Department of Dermatology, Venereology and Leprosy, Great Eastern Medical School and Hospital, Srikakulam, Andhra Pradesh, India.

NAME, ADDRESS, E-MAIL ID OF THE CORRESPONDING AUTHOR:

Dr. Kirankanth Vudayana,

Govinda Nagar, Plot Number 147, Srikakulam-532001, Andhra Pradesh, India.
E-mail: kkmedico12@gmail.com

AUTHOR DECLARATION:

e Financial or Other Competing Interests: None

* Was Ethics Committee Approval obtained for this study? Yes

* Was informed consent obtained from the subjects involved in the study? Yes

e For any images presented appropriate consent has been obtained from the subjects.

PLAGIARISM CHECKING METHODS: banHetal]
e Plagiarism X-checker: May 04, 2022

e Manual Googling: Jul 04, 2022

e iThenticate Software: Aug 29, 2022 (5%)

ETYMOLOGY: Author Origin

Date of Submission: Apr 27, 2022
Date of Peer Review: Jun 08, 2022
Date of Acceptance: Jul 08, 2022

NA Date of Publishing: Sep 01, 2022

Journal of Clinical and Diagnostic Research. 2022 Sep, Vol-16(9): FC25-FC28


http://europeanscienceediting.org.uk/wp-content/uploads/2016/11/ESENov16_origart.pdf

