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Introduction

At present, the way in which the diseases are treated and 
prevented is mainly through modern approaches and newer 
drugs. Although it is beneficial in many ways, these approaches 
were found to cause high rates of mortality and morbidity due 
to its adverse effects.[1,2] Adverse drug reaction (ADR) may 
be defined as noxious change or injury in humans caused by 
administration of a drug, usually at normal doses or overdoses 
which require intervention by decreasing the dose or treatment. 
Pharmacovigilance is the field concerned with the study of 
ADRs. Pharmacovigilance, also known as drug safety, is the 
study of science and activity related to collection, assessment, 

detection, and knowledge about the adverse effects of a drug 
or other drug‑related problems and also the prevention of 
these adverse effects. The adverse events experienced by the 
patients were continuously detected, monitored, and reported 
to the pharmacovigilance by the health‑care professionals.[3,4] 
In India, since the inception in 1986, the practice of detection, 
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monitoring, and reporting the adverse events has significantly 
grown.[5]

More than 94 countries throughout the world were technically 
supported by the WHO and UMC located in Sweden. In 
India, 2004, with the help from the World Bank, the National 
Pharmacovigilance Program was established, but since July 
2010, the program was remodeled as Pharmacovigilance 
Program of India and was taken over by the Ministry 
of Health and Family Welfare.[6] The long‑term goal of 
Indian Pharmacovigilance Program to establish a “Centre 
of Excellence” will be achieved through collaboration 
with the WHO and UMC.[7] Under this program, besides 
investigation of modern medicine, the Ministry of Health 
and Family Welfare also investigated other traditional 
systems of medicine such as Ayurveda, Unani, and Siddha. 
Medical colleges, central institutes, autonomous institutes, 
and public and corporate hospitals were selected as 
ADR‑monitoring centers. In addition, in the curriculum of 
medical undergraduate and postgraduate (PG) pharmacology, 
the pharmacovigilance program has been added in many 
medical colleges. It has been made mandatory by the Medical 
Council of India that each medical college should have a 
functioning pharmacovigilance.

Based on several studies conducted in different countries, it 
can be found that the health‑care professionals lacked adequate 
knowledge, attitude, and practice on monitoring, detection, 
and reporting of adverse events of a drug. For example, the 
study conducted by Rehan et al. revealed that only 82% of 
the health‑care professionals were aware about the existing 
pharmacovigilance program.

This study aimed to evaluate the knowledge and attitude of 
doctors and medical students in a research institute about 
ADR reporting and to suggest possible ways of improving 
ADR reporting.

Materials and Methods

This was a cross‑sectional, self‑structured, questionnaire‑based 
survey which was conducted in a tertiary care research leprosy 
hospital. Study consent was obtained from the department. 
It was conducted on doctors and students visiting our 
institute (MBBS, internships [CLTRI], and possibly various 
departments of clinical, paraclinical, and preclinical PGs as 
well as faculties). The study instrument was a predesigned 
25‑item questionnaire which was structured to obtain data on 
the knowledge of ADR reporting, attitude toward the reporting, 
and the factors in practice that could hinder the reporting 
among the health‑care professionals. The questionnaire 
was prevalidated by a pharmacologist and public health 
consultant and by few doctors for their ease of involvement 
and answering. Suggestions on the possible ways to improve 
the ADR reporting were also made and mentioned. The correct 
answer was given a score of “1” and the wrong answer was 
given “0,” with the maximum possible score of “10” for 
question‑wise knowledge among groups. All were consented 

and briefed about the purpose of the study. All the study 
participants were given 15 min to fill the questionnaires. Any 
clarification needed in understanding the questionnaires and 
additional time to filled form was provided.

Results

Out of the 55 questionnaires, all were adequately filled and 
included for the analysis. Hence, 55 questionnaires were 
considered for analysis, giving a response rate of 100%. Of 
the respondents, 20% were medical students who entered the 
internship residency, 41.81% were MD graduates, 20% were 
MBBS graduates, and 18.18% were PGs in various medical 
disciplines [Figure 1].

Table 1 shows that 81.81% of the respondents who participated 
in the study know about what is an ADR, 61.8% of the 
respondents were aware about the meaning of serious adverse 
events, 76.36% of the respondents were aware about all the 
events which should be reported, 72.72% of the respondents 
were aware about all professionals who can report an ADR, 
78.18% were aware about all the products with which adverse 
reactions should be reported, and 61.81% of the respondents 
were aware about the various reporting places.

In all, 81.81% of the respondents were aware about the 
term pharmacovigilance and 49.09% were aware of the 
pharmacovigilance program in India, 5.45% were aware of 
vigilance center in PGIMER, and 25.45% were aware of the 
National Coordinating Centre for Vigilance in India. Nearly 
55% of the respondents were aware about ADR monitoring and 
reporting, whereas 98.18% opined that serious ADR with any 
medicine should be reported. Of the respondents, 7.27% believed 
that ADRs should be reported only for newly marketed agents. 
Although 54.54% of the respondents observed an ADR, only 
16.36% reported it. Only 10.90% of the respondents reported 
that ADR reporting is necessary and is needed to stratify 
drug‑causing ADR. Almost 80% of the respondents accepted 
ADR reporting as their professional commitment [Table 2].
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Figure 1: Distribution of health-care professionals (n = 55), Central 
Leprosy Teaching and Research Institute (CLTRI)
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Table  3 shows the general attitude of the respondents 
about ADR reporting: the preferred ADR reporting system 
should be mandatory (69.09%), voluntary (20%), and need 
base  (5.45%) and the preferred mode to report should be 
phone  (9.09%), dropbox  (23.63%), E‑mail  (23.63%), and 
personal visit (38.18%). Almost 41.81% of the respondents 
needed a complete feedback after the ADR reporting, 
23.63% of the respondents opted increasing awareness about 
pharmacovigilance through training/projects/continuing 
medical education  (CMEs), as the factor encouraging for 
ADR reporting, and 38.18% opted lack of knowledge about 
the process of reporting as the factor discouraging ADR 
reporting.

Table 4 shows that only 60% of the respondents were aware 
about the complete procedure to be followed whenever an 
ADR is suspected.

Table 5 shows the average knowledge among the four groups 
of health‑care professionals. Among these, MBBS were 
69.99% followed by PG 66%, CRRI 58.17% and, finally, the 
MD were 52.60%.

Table 6 shows the mean score among the four groups showing 
significant statistics among them.

Discussion

ADR reporting is an essential component of pharmacovigilance 
and is considered to be an important signal for the safety 
surveillance of marketed drugs. The most important tool 
for detecting new safety issues related to drugs is the 
spontaneous ADR reporting. Previously, many studies have 
evaluated the knowledge of health‑care professionals about 
pharmacovigilance and their functions. However, there were 
only a few studies conducted exclusively on resident doctors.[6]

Response rate reported in our study was 100%. Response rates 
of 77.2%[6] and 93.33%[8] were reported in other studies carried 
out on resident doctors. The reason for the highest response 
rate in our study is that the questionnaire was given in places 
of the outpatient department  (OPD) and in classrooms and 
the completed forms were collected back within 20 min of 
distribution.

Although 81.81% of the respondents were aware of 
pharmacovigilance, only 50.90% were aware about the process 
of ADR reporting and only 16.36% had ever reported an ADR 
to any of the ADR‑monitoring centers. Similar results were 
reported from many other studies from India[6,8‑10] and also 
abroad.[11‑13] However, studies from developed economies such 
as the UK[14] and the USA[15] have reported a higher rate of 
ADR reporting and higher awareness about pharmacovigilance 
among health‑care professionals. Furthermore, a study from 
India about pharmacovigilance among medical practitioners 
has reported encouraging findings regarding perceptions and 
attitudes.[10]

This difference suggests that lesser awareness may be due 
to less emphasis being given to this program and inadequate 
measures for raising awareness about the same. This also 
reflects the view of 23.63% of respondents in this study who 
feel that reporting of ADR can be improved by imparting 
knowledge about pharmacovigilance through workshops, 
CMEs, or various other training programs.

Although the fact that medical professionals such as doctors 
and dentists can report an ADR was well known, the awareness 
that even nurses, pharmacists, and physiotherapists can do 
so is very well documented by the responses given by the 
majority of the respondents in this study. It is clearly found that 
involvement of paramedical staff, who is closely observing the 
patients for a longer duration than the doctors, is essential in 

Table 1: Distribution of the study sample according to 
respondents’ knowledge about adverse drug reactions 
and their reporting  (n=55)

Questions Number of 
respondents 

(%)
What is ADR?

Unintended alternative physiological responses 
caused by the drug that cause harm to the patient

45 (81.81)

ADR with which of the following should be reported?
Allopathic medicines 11 (20)
Herbal/traditional medicine ‑
Blood products ‑
Biological and medical devices ‑
All of the above 43 (78.18)

What are SAE?
Any untoward medical occurrence that at any 
dose results in death which is life‑threatening and 
requires inpatient hospitalization, which results 
in persistent or significant disability/incapacity, 
which might cause a congenital anomaly/congenital 
disability, or requires intervention to prevent 
permanent impairment

34 (61.81)

What to report?
SAE ‑
AE ‑
ADR 11 (20)
SE ‑
All 42 (76.36)

Who can report an ADR?
Medical doctors 11 (20)
Dentists ‑
Nurses ‑
Pharmacists ‑
Physiotherapists ‑
All of the above 40 (72.72)

Whom to report?
National PV center 6 (10.90)

ADR monitoring centers of institution 7 (12.72)
Treating physician 2 (3.63)
Any of the above 34 (61.81)
Do not know 6 (5.17)

ADRs: Adverse drug reactions, SAE: Serious adverse events, AE: Adverse 
effects, SE: Side effects, PV: Pharmacovigilance
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spontaneous reporting of ADR which will help in improving 
the reporting rates. Hence, the training of the paramedical staff 
about pharmacovigilance is also important along with training 
of doctors. In some studies, similar results were reported,[6,9] 
while the role of paramedical staff was well known as per 
other studies.[11]

The majority of the respondent’s opinions (78.18%) were that 
ADR reporting has to be done for all allopathic medicines, 
herbal/traditional medicine, blood products, and biological 
and medical devices, while around 20% of the respondents 
opinioned for only allopathic and herbal/traditional medicines. 
This again is a matter of concern because many patients are 
with the habit of taking medicines from different systems of 
health care such as Ayurveda, homeopathy, and Unani although 
none of them are free from ADRs. Hence, it is necessary to 
make health‑care professionals aware about the fact that ADRs 
due to any medicine from any system of health care have to 
be reported.

Nearly 92.72% of the respondents believed that ADRs should 
not be reported only for new drugs but also for all other drugs. 
Although this is a positive finding, it is surprising considering 
the lack of general awareness about pharmacovigilance among 
the respondents. On the contrary, another study involving 
resident doctors has reported that 93% of the doctors were 
more inclined to report an ADR if it is with a new drug[6] and 
91.37% of the respondents opined that only serious ADRs 
should be reported with any drug. This widely prevalent 
misconception needs to be addressed and measures should be 
taken to rectify the same.

As far as factors discouraging the reporting of ADRs 
are concerned, most of the respondents felt that lack of 
knowledge about the reporting process  (38.18%) was the 
main reason followed by lack of time and lack of knowledge 

Table 3: Distribution of the study sample according to 
respondents’ attitude regarding adverse drug reactions 
reporting, mode of reporting, and expectation  (n=55)

Respondents’ attitude Number of 
respondents (%)

What is the preferred ADR‑reporting system?
Voluntary 11 (20)
Mandatory 38 (69.09)
Need base 3 (5.45)

What is the preferred mode to report ADRs?
Phone 5 (9.09)
Dropbox 13 (23.63)
E‑mail 13 (23.63)
Personal visit 21 (38.18)

What are the expectations from the submitted 
ADR form?

Feedback 23 (41.81)
Publication 28 (50.90)
Nothing ‑

What are the factors encouraging reporting of 
ADR?

Increasing awareness about PV through 
training/projects/CMEs

13 (23.63)

Knowledge of severity of ADR/risk to the 
patient

17 (30.90)

Make ADR reporting compulsory 6 (10.90)
Motivation, also occurrence of new ADRs 5 (9.09)
Easy process of reporting and easy availability 
of forms

4 (7.27)

What are the factors discouraging reporting of an 
ADR?

Lack of time/overburdened 4 (7.27)
Lack of knowledge about ADRs 20 (36.36)
Nonavailability of forms 1 (1.81)
Lack of knowledge about process of reporting 21 (38.18)

ADRs: Adverse drug reactions, CMEs: Continued medical education, 
PV: Pharmacovigilance

Table 2: Distribution of the study sample according to awareness about adverse drug reactions reporting practices 
among respondents  (n=55)

Questions and responses Number of respondents (%)

Yes No No response
Are you aware of the term pharmacovigilance? 45 (81.81) 10 (18.18) ‑
Are you aware of any PvPI? 27 (49.09) 19 (34.94) 9 (16.36)
Are you aware of any PV center in PGIMER? 3 (5.45) 33 (60) 19 (34.54)
Which is the national coordinating center for PV in India?

Ghaziabad 14 (25.45) 33 (60) 8 (14.54)
Is ADR reporting necessary? 55 (100) ‑ ‑
Does there a need for information on drug‑causing ADRs and their risk management strategies? 50 (90.90) ‑ ‑
Are you aware about the process of ADR reporting? 28 (50.90) 27 (49.09) ‑
Is ADRs should be reported only for newly marketed agents? 4 (7.27) 51 (92.72) ‑
Is serious ADR with any medicine should be reported? 54 (98.18) ‑ ‑
Have you observed any ADR in a patient? 30 (54.54) 23 (41.81) ‑
Have you ever reported an ADR? 9 (16.36) 43 (78.18) 1 (1.81)
Is ADR reporting form is self‑explanatory? 27 (49.09) 8 (14.54) 15 (27.27)
Is ADR reporting is a professional commitment? 44 (80) 9 (16.36) 1 (1.81)
PV: Pharmacovigilance, PvPI: PV Programme in India, ADRs: Adverse drug reactions
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of ADR (36.36%). Most of the other published studies have 
reported similar reasons for inadequate ADR reporting.[14,16,17]

In this study, 80% of the respondents felt that ADR reporting is 
a professional commitment, an encouraging fact that needs to 
be propagated further. Another interesting solution to improve 
ADR reporting was to make ADR reporting compulsory as 
suggested by 100% of the respondents. This if implemented 
can definitely help in improving the reporting rates, though 
this does not seem to be practically feasible. Apart from 
various reasons cited by respondents for inadequate ADR 
reporting in this study and in other studies, it also appears 
that undergraduate training about pharmacovigilance and 
awareness about the risks associated with medicine use may 
be either deficient or unsatisfactory to prepare the prospective 
doctors for the job of ADR monitoring and reporting in their 
future career. Hence, adequate consideration needs to be 
given to the subject of ADRs in the clinical pharmacology and 
therapeutics curricula in undergraduate medical education. 
This can be helpful in sensitizing the medical students about 
this important issue.

Finally to conclude, undertaking educational programs 
directed at increasing awareness about pharmacovigilance 
will undoubtedly be helpful in improving the status of ADR 
reporting and helps in keeping a check over the possible 
adverse outcomes for the drugs marketed. In addition, other 
measures such as making ADR reporting guidelines available 
in the form of booklets and displaying posters with placing a 
rack for keeping ADR form with other important requirement 
form in the Intensive Care Unit, OPD, and the ward in hospitals 
will serve as a constant reminder for the resident for regular 
activities which can also play a useful role.
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