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Abstract: 
Background & Rationale: Pharmacovigilance plays an essential role in the prevention of ADRs. Under-
reporting of adverse drug reactions (ADRs) by Health care providers is a common problem. The study was 
undertaken to evaluate the knowledge, attitude, and practices (KAP) regarding ADR reporting among different 
healthcare providers. 
Objectives:  
• To assess the knowledge, attitude and practice of health care providers in pharmacovigilance and adverse 

drug reactions reporting. 
• To identify the reasons for underreporting of ADR. 
Materials & Methods: A Cross sectional study was conducted in a tertiary care centre by circulating a 
standardized e questionnaire among healthcare professionals.  
Results: Among the total 444 Health Care providers, 90% of the health Care providers were aware of the 
existence of ADR reporting system in India. 94% have no idea about Causality assessment and 90% don’t know 
about WHO online database for ADR reporting. 78% agreed that ADR reporting is necessary and 46% agreed 
that reporting ADR is a professional obligation. 92% have seen an ADR reporting form and 61% were trained in 
ADR reporting. 23% of responses attributed to Lack of time to report ADR as the most important reason for 
underreporting.18% think that single report may not affect ADR database. Fear of legal liability (11%) and 
unavailability of easy access to ADR forms (11%) were also quoted as reasons for under-reporting. 34% think 
that making ADR reporting mandatory is the way to improve ADR reporting.  
Conclusion: This study concluded that the health care providers have broader knowledge towards ADR 
reporting. The attitude towards ADR reporting showed positive trend towards ADR reporting. Further training 
and motivating them will improve ADR reporting. 
Keywords: Pharmacovigilance, ADR reporting, Knowledge, Attitude, Practices. 
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Introduction 

Adverse drug reaction (ADR)[3] is defined as one 
which is noxious and unintended, and which occurs 
in doses normally used in humans for prophylaxis, 
diagnosis or therapy of disease, or for the 
modification of physiological functions[17]. ADRs 
are an important public health problem in terms of 
mortality, morbidity, socio-economic consequences 
and also its management [7,19,20].
Pharmacovigilance [6] is the important entity that 
plays an essential role in the reduction of ADRs 
and prevention of unwanted effects of drugs in 
consumers and communities[18,21].  

Studying various adverse drug reactions is an 
important step of patient care. It’s main goal is to 

ensure the safe use of medicines for the treatment 
or prevention of disease [6]. Since under-reporting 
is the common problem to improve the data 
including greater involvement of doctors, nurses, 
pharmacists [15,16] as well as consumers in the 
reporting of ADRs [3], making the process simpler 
and faster through electronic means, introducing 
educational interventions [24] and training 
programs for health care providers and spreading 
awareness about the reporting system amongst 
caregivers and receivers can be done.[1,2,7,25]  

A healthy reporting process is a challenge but with 
proper planning, applicable solutions and well-
focussed efforts can help bring about the change 
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ensuring patient safety. Spontaneous reporting is a 
heart piece tool in pharmacovigilance[3]. Thus the 
sole success of the program depends on cooperative 
and motivated providers. Even though there is an 
established system in India, Pharmacovigilance 
Program Of India the robust reporting of ADRs is 
yet to be achieved. The present study is undertaken 
to evaluate the knowledge, attitude, and practices 
(KAP) regarding ADR reporting among different 
healthcare providers, consultants, postgraduates, 
interns, nurses in atertiary care centre to get an 
insight into the current scenario and find out the 
causes of under-reporting of ADRs. 

Objectives  

Primary Objective: To assess the knowledge, 
attitude and practice of health care providers in 
pharmacovigilance and adverse drug reactions 
reporting in a tertiary care centre. 

Secondary Objective: To identify the reasons for 
under-reporting of ADR. 

Materials and Methods: 

Study design: Cross sectional study(22). 

Study centre: Government Chengalpattu Medical 
College & Hospital, Tamil Nadu. 

Assessment Method: e-questionnaire - Google 
form. 

Study Population: Faculties, postgraduates, 
CRRIs, Nurses. 

Study Period: December 2022. 

The Questionnaire regarding Knowledge Attitude 
Practice towards ADR reporting was developed by 
a multi-step(4) process by the pharmacologist 
involved in ADR monitoring centre after reviewing 

the reporting system. It contains totally 30 
questions. 

The questions are mainly dichotomous, and some 
of the questions have multiple options. Content 
validation of the item was done by the experts in 
the field of pharmacovigilance. 

The Questionnaire was pretested among 10 
randomly selected healthcare professionals. The 
feedback regarding the clarity, wordings and 
difficulty in filling the questionnaire were 
collected. The corresponding amendments were 
made to keep the questions simple and specific. 
The total time taken to complete the questionnaire 
was measured which is around 20 minutes. 

The final questionnaire was developed based on the 
analysis results and experts consensus with 4 main 
sections: General information, knowledge, attitudes 
and practices related to ADR reporting and its 
significance [4,5,23]. 

The study was conducted after obtaining 
Institutional ethics committee approval. Digital 
questionnaires (Google forms) is circulated in 
official WhatsApp groups and mail ids of 
healthcare providers, consultants, postgraduates, 
interns, nurses. 

Personal identifiable information was not collected 
to protect privacy and to promote the participants to 
give genuine opinions.  

The participants were instructed to complete the 
questionnaire without accessing any external 
knowledge sources. Answering the questionnaire 
itself is considered as they consented for the study. 

Results

Table 1: Demographic profile 
Health Care Providers Numbers Percentage 
post graduates 160 36.03 % 
Interns 98 22.07 % 
Assistant Professors 101 22.75 % 
Associate Professors/professors 25 5.63 % 
Nurses 60 13.51 % 
Total 444 100 % 

Table 2a: Knowledge questions 
Q. No. Knowledge Questions yes  yes % no  no % 
1 Do you know what is pharmacovigilance 355 79.95 89 20.05 
2 Do you know there is a difference between adverse drug reaction 

and adverse event? 
133 29.95 311 70.05 

3 Do you know what serious and non-serious ADRs are? 266 59.91 178 40.09 
4 Do you know adverse reactions due to blood products, vaccines, 

Medical devices, cosmetics also be reported? 
186 41.89 258 58.1q 

5 Do you know the different forms available for each? 135 30.41 309 69.59 
6 Do you know how to fill an ADR reporting form? 315 70.95 129 29.05 
7 Are you aware of Presence of the ADR monitoring Centre in your 

institute ? 
266 59.91 178 40.09 
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8 Do you know how Causality Assessment of ADR is done? 25 5.63 419 94.37 
9 Do you know the ADR reporting system existing in India? 400 90.09 44 9.91 
10 Do you know there is a WHO online database for reporting an ADR 

by the member countries? 
43 9.68 401 90.32 

Table 2b: Knowledge questions 
Q.No Questions Options (Number Of Responses And Percentage) 
11 
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  266 59.91 22 4.95 4 0.9 4 0.90 148 33.33 
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13 Adverse drug 
reaction reporting 
is necessary in 
every institute 

98 22.07 256 57.66 57 12.84 23 5.18 10 2.25 

14 Reporting adverse 
drug reaction is a 
professional 
obligation 

18 4.05 187 42.12 207 46.62 18 4.05 14 3.15 

15 Reporting adverse 
drug should be 
made compulsory 

34 7.66 198 44.59 90 20.27 76 17.12 46 10.36 

16 It is necessary to 
confirm that an 
ADR is related to 
a particular drug 
before reporting it. 

57 12.84 123 27.70 34 7.66 157 35.36 73 16.44 

17 It is necessary to 
report only serious 
and unexpected 
reactions 

98 22.07 176 39.64 56 12.61 58 13.06 56 12.61 

18 Pharmacovigilance 
should be taught to 
all health care 
students during 
their curriculum. 

177 39.86 198 44.59 54 12.16 13 2.93 2 0.45 

19 Your workplace 
encourages you to 
report an ADR 

84 18.92 223 50.23 84 18.92 36 8.11 17 3.83 

20 ADR database 
helps to select a 
safe drug and 
improves patient 
safety ? 

111 25 189 42.57 89 20.04 34 7.66 21 4.73 
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Table 4a: Practice Questions 
S.No. Questions Yes % No % 
21 Are you including ADR in your differential diagnosis? 150 39.06 234 60.94 
22 Are you documenting ADR on patients medical records ? 204 53.13 180 46.88 
23 Have you ever seen ADR reporting form? 411 92.57 33 7.43 
24 Have you been trained in how to report ADR? 270 61.71 174 39.29 
25 Have you ever reported ADR to pharmacovigilance centre? 198 44.59 246 55.41 
26 Have you ever presented an ADR during case presentation 186 48.44 198 51.56 

Table 4b: Practice Questions 
Q.No Questions Responses (Numbers & percentage) 
27 Number of ADR cases 

reported during 
professional career 

0 % 1 % 1 TO 3 % > 3 % 

  198 44.59 221 49.77 22 4.95 3 0.67 
28 What is the preferred mode 

to report ADR ? 
Phone 
apps 

% Drop 
box 

% e mail % collect 
personally 

% 

  124 27.93 55 12.39 51 11.49 214 48.19 

Table 4c: Practice Questions 
Q No 29 Options No. of responses Percentage  
Most 
important 
three 
factors 
which 
discourage 
you from 
reporting 
ADR ? 

I don’t know that I need to report 22 2.56 
Non remuneration for reporting 40 4.66 
Lack of time to report ADR & It increases workload 205 23.86 
A single reported case may not affect ADR database 157 18.28 
Difficult to decide whether ADR has occurred or not 50 5.82 
Fear of legal liability 100 11.64 
ADR reporting form is not easily available 100 11.64 
Don't know whom to report 25 2.91 
Have not been trained adequately to fill ADR form 75 8.73 
Management of patients was more important than reporting 50 5.82 
Fear of breach of confidentiality with patient's data 35 4.07 

Table 4d: Practice Questions 
Q .No 30 Options  No. of responses Percentage  
Select 3 
most 
important 
Suggestions 
you think 
that can 
improve the 
ADR 
reporting 

Make it easier to submit reports and easy availability of forms 32 4.43 
Provide financial compensation to submit reports 10 1.39 
Education/increase awareness of reporting system among 
health care providers 

125 17.31 

Make reporting mandatory 250 34.63 
Provide toll free number  120 16.62 
Make public more aware of reporting 150 20.78 
Ensure confidentiality of reports 35 4.85 

 
Table 1 shows the distribution of healthcare 
providers among the total 444 Health Care 
providers who participated in the study, 
Postgraduates were of majority (36%). 

Table 2a &2b shows the results of knowledge 
based questions. Most of the health Care providers 
are aware of the existence of ADR reporting system 
in India (90%). Many participants know what is 
Pharmacovigilance (80%) and know about the 
existence of ADR reporting system in India (90%). 
Many (69%) don’t know about various forms 
available to report the various types of ADR due to 
blood products, vaccines, Medical devices. Lots of 
participants have no idea about Causality 

assessment (90%) and WHO online database for 
ADR reporting (90%). 59% of participants have the 
opinion that only Doctors can report ADRs and 
45% of Health care providers think that only 
Serious ADRs have to be reported. 

Attitude based questions are presented in Table 3. 
Most of the participants agree that ADR reporting 
is necessary in every Institute (79%) and reporting 
ADR is a professional obligation (46%). 52% of 
the participants opined that ADR reporting should 
be made compulsory. About 50% of the healthcare 
professionals agree that their Workplace 
encourages them in ADR reporting. 40% of the 
participants think that they should confirm that the 
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ADR is due to particular drug. 60% of healthcare 
professionals think only serious ADR should be 
reported. 44% of the participants think that 
pharmacovigilance should be taught in curriculum, 
42% of the participants think that ADR reporting 
will improve patient safety. 

Table 4a, 4b & 4C shows almost 92% of the 
participants have seen an ADR reporting form and 
76% were trained in ADR reporting. 39% doctors 
said that they include ADR in differential diagnosis 
only 53% of the doctors document the ADR in 
patient records. 48% of professionals said that they 
have presented an ADR during Case presentation. 
Still, only 45% have ever reported an ADR to 
Pharmacovigilance Centre. 55% of the participants 
feel that they prefer mobile apps for reporting and 
27% of the participants prefer the ADR forms to be 
collected from them. 11% voted for email mode. 

Question numbers 29 and 30 asked to find out the 
causes for not reporting ADR. Top 3 reasons of not 
reporting ADR was asked. 23% said that the lack of 
time to report ADR was the most important reason 
for underreporting as they felt it increased their 
workload.18% of the participant think single case 
report may not affect the ADR database Other than 
that, fear of legal liability (11%) and unavailability 
of easy access to ADR forms (11%) were also 
quoted as reasons for under-reporting. Not being 
trained in filling up the forms was said to be a 
reason in 9% of responses. 

Discussion 

We could see from the results that many health care 
providers are aware about Pharmacovigilance, 
Almost 90% of the participants were aware of the 
existence of ADR reporting system in this study. 
This is higher than the results from the study 
conducted by Ahmad, et al 10where it was only 
57.5%. This probably because of the 
pharmacovigilance week celebrated every year and 
documents related to pharmacovigilance and drug 
alerts by pharmacovigilance program of India are 
circulated widely and healthcare providers have 
been constantly educated about the ADR reporting. 
There is a knowledge gap in Causality assessment 
and the types of ADRs to be reported. WHO online 
database was not known to many. This indicates 
the need to conduct orientation programs on a 
regular basis to fill the knowledge gap. As many 
have an idea that only doctors are stakeholders in 
ADR reporting, the training programs should 
include all the health care providers including Staff 
nurses and Pharmacists. This knowledge gap is 
probably due to shifting population in spite of the 
measures to educate the health care providers or 
could be due to inadequacy of training sessions.  

Most of the healthcare providers have a positive 
attitude towards ADR reporting. They think that 
reporting ADR is their professional obligation. This 

finding correlates with the results of the study 
conducted by Adisa and Omitogun[9] which 
showed that Seventy-nine (98.8%) of the health 
workers expressed willingness to report all the 
ADRs encountered, 74 (92.5%) believed that ADR 
reporting is part of their professional 
responsibilities as a healthcare professional. They 
also feel that Pharmacovigilance should be a part of 
the curriculum. The positive attitude towards ADR 
reporting can be utilised to improve the ADR 
reporting by conducting orientation and training 
programs and constantly motivating the health care 
providers on Pharmacovigilance on regular basis. 

In Spite of knowing the importance of ADR 
reporting, the reluctance seems to be due to lack of 
time, increases the workload, fear of legal liability. 
ADR forms are not readily available. The study 
conducted by Srinivasan et al.[8] also showed that 
lack of time was the reason for under reporting in 
35.2% of participants. Some have preferred Apps 
for reporting. So Training programs need to include 
demonstration of downloading App and reporting 
through it. Availability of ADR forms can be 
increased by circulating ADR forms through 
WhatsApp groups and mail ids and the distribution 
of hard copy of forms to drug dispensaries and to 
various departments. Boxes can be installed to 
collect the ADR forms at specified places to 
increase the ease of reporting. 

Limitations 

Since this study is conducted in one tertiary centre, 
it can’t be generalized. This study reflects the 
knowledge, attitude and practice of healthcare 
providers of a particular location. Similar studies to 
be conducted in many healthcare centres and 
Measures to be taken to address the lacunae 
identified from individual studies and the pooled 
data can be compared to make policy decision.  

Conclusion 

This study concludes that health care professionals 
have a broader knowledge towards ADR reporting. 
The study also showed positive attitude of 
healthcare providers towards ADR reporting which 
may reflect positive trend in improving ADR 
reporting and safeguarding the wellbeing of the 
patients [11,14]. Reporting practices can be 
improved by conducting periodic sensitization and 
training programs for the healthcare professionals. 
[8,12,13]and make the ADR reporting easy. 
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