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Keywords: ABSTRACT: Objective: Underreporting of adverse drug reactions (ADRS)
is the major drawback encountered in the pharmacovigilance programs.
Inadequate knowledge and skill about pharmacovigilance among the health
care professionals are the major reasons for underreporting of ADRs. This

study was done to assess knowledge, attitude and practice (KAP) of
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Pharmacovigilance, Undergraduate
Medical Student, Knowledge,
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undergraduate medical students about pharmacovigilance as they are the
future health-care givers. Materials and Methods: This cross-sectional,
guestionnaire-based study was carried out to evaluate KAP of
pharmacovigilance among undergraduate medical students in a Tertiary Care
Teaching Hospital of North India. Data obtained from filled questionnaires
was thereby analysed. Results: The mean score of 2™ year, prefinal and final
year students for knowledge is (7.58, 6.92 and 6.73), for attitude (7.51, 6.91
and 7.23) and for practice is (1.53, 1.68 and 1.52) respectively. There is a
significant difference in mean score between three groups for knowledge and
attitude, but not for practice. Conclusion: Students have a good attitude but
have an inadequate knowledge and poor practice towards pharmacovigilance.
For this, pharmacovigilance related activities need to be incorporated in the
undergraduate academic curriculum.
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INTRODUCTION: Adverse Drug Reactions
(ADRs) are representing a major concern of health-
care systems in the modern era. Adverse drug
reactions are among the significant cause of
morbidity and mortality worldwide.' According to
the World Health Organization (WHO), Adverse
Drug Reaction (ADR) is defined as “any noxious,
unintended and undesired effect of a drug which
occurs at doses used in humans for prophylaxis,
diagnosis or therapy of disease, or for the
modification of physiologic function.” 2
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ADRs not only pose a risk to the patient’s safety,
but also adversely affect their quality of life and
increase the healthcare cost considerably. * *
Studies suggest that ADR is responsible for 0.2-
24% of hospital admission.> ® Thus ADRs have a
major impact on public health by imposing
considerable economic burden on the society.’

The Uppsala Monitoring Centre (UMC) in Sweden
maintains the international database of the ADR
reports. India contributes to this database in the
form of the Pharmacovigilance Programme of India
(PvPI) which has been operational since July 2010
and is responsible for conducting activities related
to ADR monitoring under the aegis of Central Drug
Standard Control Organization (CDSCO). °
Spontaneous reporting of ADRs by health care
professionals is the cornerstone of
pharmacovigilance.
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The major limitation associated with spontaneous
ADR reporting system is underreporting. ° It is
estimated that only 6-10% of all ADRs are reported
globally. * India rates below 1% in term of ADR
reporting. ' This clearly emphasises that the
current status of pharmacovigilance in India is far
from satisfactory.

Previous reported studies have found that
underreporting of ADRs is related with
shortcomings in the knowledge and attitude among
healthcare professionals.'® ** Therefore, in order to
improve the reporting rate and for the successful
running of Pharmacovigilance program, it is
important to improve the knowledge, attitude and
practices (KAP) of the healthcare professionals
regarding ADR reporting and pharmacovigilance.
The best time to do it is probably during the
undergraduate training career of the doctors.
Medical students could play a major role and bring
a paradigm shift in successful implementation of
pharmacovigilance program if proper training
regarding pharmacovigilance is imparted to them
but at present they do not have any significant role
which is due to inadequate training to them.** *°

Therefore, the primary objective of this study was
to evaluate the knowledge, attitude, and pactices
(KAP) towards pharmacovigilance among the
undergraduate medical students and to compare the
result among different groups according to year of
study.

MATERIALS AND METHODS: The study was
conducted at Acharaya Shri Chandra College of
Medical Sciences and Hospital (ASCOMS&H),
Jammu, J&K, India. It was a cross-sectional
guestionnaire-based observational study carried out
on Two hundred and forty undergraduate MBBS
students, 80 from each batch. The students who
were willing to participate and gave written
informed consent were included in the study. The
study involved 2" year, prefinal and final year
undergraduate medical students. Prior approval was
taken from the Institutional Ethics Committee to
conduct the study. Structured pretested
questionnaire contained 11 questions to check
knowledge, 8 for attitude and 5 to study practices.
These questions were designed based on earlier
studies for assessing KAP of ADR reporting.
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Before the commencement of the study, all the
students were being explained about the purpose of
the study and any doubts regarding questionnaire
were clarified by the investigator. Students were
given 30 minutes to fill the questionnaire. The data
was analyzed with the help of computer software
MS Excel and SPSS version 17.0 for Windows.
Collected data was compiled and outcome was
reported as mean =+ standard deviation with
statistical significance assessed by ANOVA test;
the level of statistical significance was set at
p<0.05.

RESULTS: There were eleven knowledge-based
questions. Among the respondents 97.5% of 2"
year, 81% of prefinal year and 90% of final year
students responded correctly to the definition of
ADR. 88.7% of 2" year, 72.5% of prefinal and
82.5% of final year students knew who can report
ADR. 68.7% of 2" year, 72.5% of prefinal and
47.5% of final year students were aware about
locality of National Pharmacovigilance Centre.
46.2% of 2" year, 23.7% of pre-final and 37.5% of
final year students were aware about the regulatory
body responsible for monitoring ADRs in India.
The details regarding the responses of medical
students for knowledge based questions are listed
in Table 1. Mean knowledge score of 2" year
students is more than pre-final and final year
students. Difference in Knowledge score among
three groups is statistically significant as shown in
Table 4 and Fig. 1.

There were eight questions to assess the attitude of
students towards pharmacovigilance. 86.2% of 2"
year, 73.7% of pre-final and 87.5% of final year
students felt that ADR reporting should be included
under pharmacology practical. 92.5% of 2" year,
90% of pre-final and 90% of final year students felt
that medical students could play a role in ADR
monitoring. The details regarding the responses of
the medical students for attitude-based questions
are listed in Table 2. Mean score of attitude
between three groups respectively and difference in
score among them is statistically significant as
depicted in Table 4 and Fig. 2.

There were five practice-related questions. It was
found that that 73.7% of 2" year, 45% of pre-final
and 27.5% of final year students had ever seen the
adverse drug reaction form by CDSCO. 6.2% of 2"
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year, 8.7% of pre-final and 22.5% of final year Table 3. Difference in mean practice score among
students ever played any role in reporting ADR. three groups is not statistically significant as shown
The details regarding the responses of medical in Table 4 and Fig. 3.

students regarding these questions are depicted in

TABLE 1: RESPONSE OF STUDENTS TO KNOWLEDGE-BASED QUESTIONS

Questions Number (%) of Students Responded
Correctly
Second year Pre-final Final year

(n=80) year (n=80) (n=80)

S.no. Knowledge-based questions

1 Define ADR 78 (97.50) 65 (81.25) 72 (90.00)
2 Who can report ADR 71 (88.75) 58 (72.50) 66 (82.50)
3 Does ADR reporting has any specific format 70 (87.50) 68 (85.00) 67 (83.75)
4 What is pharmacovigilance 70 (87.50) 57 (71.25) 64 (80.00)
5 Do you know regarding the existence of PvPI 62 (77.50) 50 (62.50) 48 (60.00)
6 Where is national pharmacovigilance centre in India located 55 (68.75) 58 (72.50) 38 (47.50)
7 Which regulatory body in India is responsible for monitoring ADRs 37 (46.25) 19 (23.75) 30 (37.50)
8 Which scale is most commonly used to establish ADR causality 16 (20.00) 28 (35.00) 18 (22.50)
9 In which phase of the clinical trial rare ADRs can be identified 35(43.75) 52 (65.00) 44 (55.00)
10  Where is international centre for adverse drug reaction monitoring is located 59 (73.75) 31 (38.75) 21 (26.25)
11 Are you aware of any drug banned due to ADR 54 (67.50) 68 (85.00) 71 (88.75)

Il Sccondyear

I PreFinalvear

[ Final'vear

FIG. 1: MEAN KNOWLEDGE SCORE

TABLE 2: RESPONSE OF STUDENTS TO ATTITUDE-BASED QUESTIONS

Number (%) of Students Responded

Questions Correctly
Second year Pre-final Final year
(n=80) year (n=80) (n=80)
S.no. Attitude-based questions
12 Do you think reporting of adverse drug reaction is necessary 79 (98.75) 74 (92.50) 78 (97.50)
13 Do you think ADR reporting benefits both patients and doctors 76 (95.00) 72 (90.00) 79 (98.75)

Do you think ADR reporting should be included under

14 . 69 (86.25) 59 (73.75) 70 (87.50)
pharmacology practical
Do you think that ADR reporting is a part of professional
L obligation of all related to health care 19 (1) S92 (T 12 (L)
16 Do you think that medical students could play a role in ADR 74 (92.50) 72 (90.00) 72 (90.00)

monitoring
17 Do you think that discussion on ADR during clinical posting has 78 (97.50) 68 (85.00) 70 (87.50)
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any relevance
Do you think that there is a need of information on drugs causing

4 ADRs and their management strategies 77 (23] 7 () 2 )
19 What is your opinion ab_out establlshl_ng ADR monitoring centre 72 (90.00) 70 (87.50) 66 (82.50)
in every hospital
Secondyear
PreFinalear
Fmalvear

FIG. 2: MEAN ATTITUDE SCORE

TABLE 3: RESPONSE OF STUDENTS TO PRACTICE-BASED QUESTIONS

Number (%) of Students Responded Correctly

Questions Second year Pre-final year Final year
(n=80) (n=80) (n=80)
Practice-based questions
20 Have you seen an adverse drug reporting form by CDSCO 59 (73.75) 36 (45.00) 22 (27.50)
21 Is there any routine discussion on ADRs during your ward posting 24 (30.00) 46 (57.50) 32 (40.00)
29 Have you ever played anix] gglti tlir;) rr]eportlng ADR from your 5 (6.25) 7(8.75) 18 (22.50)
23 Have you anytime read any article on prevention of ADRs 29 (36.25) 40 (50.00) 46 (57.50)
24 Have you ever visited any ADR monitoring centre 5 (6.25) 6 (7.50) 4 (5.00)
Secondvear
PreFinalvear
O Finalvear

FIG. 3: MEAN PRACTICE SCORE
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TABLE 4: COMPARISON OF MEAN SCORE

E-ISSN: 0975-8232; P-ISSN: 2320-5148

Variables Second year Prefinal year Final year Statistical
(n=80) (n=80) (n=80) inference
Knowledge 7.58 + 1.34* 6.92 + 1.46* 6.73 £ 1.41* p=0.001
(maximum=11) F=8.075
Attitude 7.51 +0.08* 6.91 + 0.95* 7.23 +£0.823* p=0.0001
(maximum=8) F=21.169
Practice 1.525 + 0.87 1.6875 + 0.95 1.52 £ 0.96 p=0.45
(maximum=5) F=0.793

*p<0.05 and difference in mean score of different groups are significant

DISCUSSION: Reporting of ADRs is essential for
the success of any pharmacovigilance program but
the main drawback encountered with the
pharmacovigilance program is the lack of
coordinated spontaneous reporting which is a
matter of concern not only in India, but also around
the world. There are enormous studies to assess the
KAP of healthcare professionals towards
pharmacovigilance but there are very few studies
among the undergraduate medical students to
assess their knowledge about the same.'® " This
study is one of the few studies done among the
undergraduate medical students regarding KAP of
pharmacovigilance.

In this study students showed better attitude but
poor practice and limited knowledge towards
pharacovigilance which is consistent with the
findings of other studies.’ In the present study, the
average knowledge score of second year students is
relatively better than prefinal and final year
students.

The main focus of the pharmacovigilance is to
promote the safe and the rational use of medicines.
It has played a major role in detection of ADRs but
previous studies suggest that under-reporting of
ADRs is one of the major problems associated with
pharmacovigilance program.*® Major reason for
under reporting is lack of knowledge and skill
about pharmacovigilance program, which was
reflected in our study, and is consistent with the
findings of other studies.’® ?° This was indicating
that continuing sensitization is required regarding
ADR reporting and pharmacovigilance. It can be
done by educational interventions like
incorporation  of  pharmacovigilance related
activities in the undergraduate practical, continuous
medical education (CME), and workshop on
pharmacovigilance.*
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CONCLUSION: In conclusion, this study showed
that the undergraduate medical students had a
relatively better attitude but limited knowledge and
poor practice towards pharmacovigilance. The
findings of the study suggest that there is need for
continuous education regarding pharmacovigilance
and ADR reporting system among the students who
will be the future health-care givers. For this,
pharmacovigilance related activities should be
included in the medical teaching curriculum in
pharmacology as a part of their study. Thus these
efforts may develop increase in awareness towards
pharmacovigilance among students and ultimately
may translate into increase in the adverse drug
reaction (ADR) reporting in future.

ACKNOWLEDGEMENT: | acknowledge Dr.
Pavan Malhotra, Professor and Head, Department
of Pharmacology and Therapeutics, ASCOMS,
Jammu(J&K) for providing the adequate research
facilities.

CONFLICT OF INTEREST: There is no conflict
of interest among the researchers.

REFERENCES:

1. Wu W and Pantaleo N. Evaluation of outpatient adverse
drug reactions leading to hospitalization. American Journal
of Health System Pharmacy 2003; 60(3): 253-259.

2. World Health Organization. International drug monitoring:
The role of national centres. Report of a WHO meeting.
World Health Organ Tech Rep Ser 1972; 498:1-25

3. Pirmohamed M, James S, Meakin S, et al. Adverse drug
reactions as cause of admission to hospital: Prospective
analysis of 18820 patients. British Medical Journal 2004;
329(7456): 15-19.

4. Rodriguez-Monguio R, Otero MJ and Rovira J. Assessing
the economic impact of adverse drug effects.
Pharmacoeconomics 2003; 21(9): 623-650.

5. Einarson TR. Drug-related hospital admissions. Ann
Pharmacother 1993; 27: 832-40.

6. Ramesh M, Pandit J and Parthasarathi G. Adverse drug
reactions in a South Indian hospital — their severity and
cost involved. Pharmacoepidemiol Drug Saf 2003; 12:
687-692.

2658



Gupta et al., IJPSR, 2017; Vol. 8(6): 2654-2659.

10.

11.

12.

13.

14.

ASHP guidelines on adverse drug reaction monitoring and
reporting. Am J Health Syst Pharm 1995; 52: 140-142.
Pharmacovigilance Programme of India 2010. CDSCO,
Ministry of Health and Family Welfare, Government of
India, 2010 Nov. Available from:
http://www.cdsco.nic.in/pharmacovigilance[Last accessed
on 2013 Dec 20].

Lopez-Gonzalez E, Herdeiro MT and Figueiras A.
Determinants of under-reporting of adverse drug reactions:
a systematic review. Drug Safety 2009; 32(1): 19-31.
Smith C, Bennett P, Pearce H, et al. Adverse drug
reactions in a hospital general medical unit meriting
notification to the committee on safety of Medicines.
British Journal of Clinical Pharmacology 1996; 42(4):
423-429.

Prakash S. Pharmacovigilance in India. Indian Journal of
Pharmacology 2007; 39(3): 123.

Khan SA, Goyal C, Chandel N and Rafi M. Knowledge,
attitude and practice of doctors to adverse drug reaction
reporting in a teaching hospital in India: An observational
study. J Nat Sci Biol Med 2013; 4: 191-196.

Muraraiah S, Rajarathna K, Sreedhar D, Basavalingu D
and Jayanthi CR. A questionnaire study to assess the
knowledge, attitude and practice of pharmacovigilance in a
paediatric tertiary care centre. J Chem Pharm Res 2011; 3:
416-422.

Rehan HS, Vasudev K and Tripathi CD. Adverse drug
reaction monitoring: Knowledge, attitude and practices of
medical students and prescribers. Natl Med J India 2002;
15: 24-26.

15.

16.

17.

18.

19.

20.

21.

E-ISSN: 0975-8232; P-ISSN: 2320-5148

Vora MB, Paliwal NP, Doshi VG, Barvaliya MJ and
Tripathi CB. Knowledge of adverse drug reactions and
pharmavovigilance activity among the undergraduate
students of Gujarat. Int J Pharm Sci Res 2012; 15: 11-15.
Gupta P and Udupa A. Adverse drug reporting and
pharmacovigilance: Knowledge, attitude and perception
among resident doctors. J Pharm Sci Res 2011; 3: 1064-
1066.

Palaian S, Ibrahim MI and Mishra P. Health professionals’
knowledge, attitude and practices towards
pharmacovigilance in Nepal. Pharm Pract (Granada) 2011;
9: 228-235.

Chatterjee S, Lyle N and Ghosh S. A survey of the
knowledge, attitude and practice of adverse drug reaction
reporting by clinicians in eastern India. Drug Saf 2006; 29:
641-642.

Li Q, Zhang SM, Chen HT, Fang SP, Yu X, Liu D, et al.
Awareness and attitudes of healthcare professionals in
Wouhan, China to the reporting of adverse drug reactions.
Chin Med J (Engl) 2004; 117: 856-861.

Radhakrishnan R, Vidyasagar S and Varma DM. An
educational intervention to assess knowledge, attitude,
practice of pharmacovigilance among health care
professionals in an Indian Tertiary Care Teaching
Hospital. Int J Pharm Tech Res 2011; 3: 678-692.

Subish P, Mahamed Izam MI, Mishra P, Shankar PR and
Alam K. Education session for pharmacy students on
pharmacovigilance. A preliminary study. J Clin Diagn Res
2010; 4: 2427-2432.

How to cite this article:
Gupta R, Sharma D and Malhotra P: Assessment of knowledge, attitude and practice of pharmacovigilance among the undergraduate
medical students in a northern Indian tertiary care teaching hospital — an observational study. Int J Pharm Sci Res 2017; 8(6): 2654-59.doi:
10.13040/1JPSR.0975-8232.8(6).2654-59.

All © 2013 are reserved by International Journal of Pharmaceutical Sciences and Research. This Journal licensed under a Creative Commons Attribution-NonCommercial-ShareAlike 3.0 Unported License.

This article can be downloaded to ANDROID OS based mobile. Scan QR Code using Code/Bar Scanner from your mobile. (Scanners are available on Google

Playstore)

International Journal of Pharmaceutical Sciences and Research

2659




