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ABSTRACT 

 

Article information 

 

Background: Digital reporting of adverse events remains the most important 

tool to improve pharmacovigilance information related to drugs 

introduced in the market with good efficacy and limited safety 

knowledge perceived from clinical trials. 

Aim of the Study: The study aimed to identify the knowledge and awareness 

of digital reporting of adverse drug events among healthcare 

professionals working at a tertiary care hospital in India. 

Materials and Methods: A cross-sectional descriptive questionnaire-based 

study was conducted with Physicians, Pharmacists, Technicians and 

Nurses. The questionnaire comprised items regarding awareness of 

pharmacovigilance and digital reporting of ADRs and perception and 

attitudes of healthcare professionals in digital reporting of adverse drug 

events. Descriptive statistics were used to analyse the data. 

Results: Healthcare professionals received 200 questionnaires in total, and 200 

participants responded, yielding a 100% response rate among which 108 

were male and 92 were female. 98 doctors, 32 pharmacists, 11 technicians, 

and 59 nurses comprised the group of healthcare professionals. 72% of 

healthcare professionals were familiar with the phrase "pharmacovigilance." 

Nearly 73% of healthcare professionals did not know the method of digital 

reporting of ADR and their nearby pharmacovigilance centers. In addition, 

88% agreed that ADRs need to be reported digitally because it is easy and 

convenient and 92% agreed that it is their professional responsibility. 

Conclusion: Our study shows that awareness of pharmaco-vigilance and 

digital ADR reporting among healthcare professionals is relatively low. 
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INTRODUCTION 

Spontaneous reporting is the most popular 

reporting procedure for pharmacovigilance. The 

main objective of systems for reporting 

spontaneously emerging adverse drug reactions 

[ADRs] is to detect early warning signs of 

uncommon, novel, and severe adverse drug 

reactions [1]. The World Health Organization 

[WHO] defines pharmacovigilance [PV] as “the 

science and activities related to the detection, 

assessment, understanding and prevention of 

adverse effects of medications” [2]. Several 

dangerous adverse drug reactions [ADRs] 

associated with medicine use are unreported or 

not noticed by regulatory authorities [3]. Patient 

safety is seriously compromised by the 

underreporting of ADRs, which places a heavy 

burden on healthcare systems [3, 4]. The majority 

of the Pharmacovigilance reporting methods are 

digital which are spontaneous and voluntary [5]. 

Following the thalidomide tragedy, the 

safety of pharmaceutical products was closely 

scrutinized based on their effectiveness. In 

1968, the World Health Organization [WHO] 

launched the WHO Program for International 

Drug Monitoring, which served as a catalyst for 

the globalization of pharmacovigilance studies. 

This initiative facilitates in the analysis of 

information obtained from individual reports 

and offers a forum for WHO members to work 

collectively on monitoring the safety of 

pharmaceutical goods. Individual case safety 

reports [ICSR] sent by health care professionals 

[HCPs] to the central WHO global database, 

VigiBase, which is maintained and managed by 

the Uppsala Monitoring Center, Sweden, are 

collected by the national pharmacovigilance 

centers developed by the countries and 

approved by the WHO. The most crucial 

method for enhancing pharmacovigilance data 

on medications with promising efficacy but 

scant information on their potential side effects 

from clinical trials is digital reporting of adverse 

events. Although regulatory agencies in several 

countries have created procedures for spontaneous 

reporting to encourage and promote reporting 

by HCPs, the percentage of adverse event 

reporting remains low [6-9].  

To avoid adverse reactions caused by drugs, 

ADR underreporting must be improved. This 

remains not only a person's health-related burden, 

also results in an increased economic burden on 

the limited available healthcare resources [10]. In 

addition, this is also unethical for not informing 

or reporting the hazardous effects of a drug after 

prescription. This may have caused a same 

ADR in another individual [11]. Declaring a 

possible ADR is an ethical responsibility for 

every healthcare professional that arises based 

on the idea of doing no harm to the patient. 

Hence utmost importance must be given by the 

HCPs in their daily practice. 

Considering the rising trend of under-

reporting, Drug Controller of India [DCGI] 

while being supervised by Indian Pharmacopoeia 

Commission [IPC], introduced a National 

Programme on Adverse Drug Reactions [ADR] 

reporting named as Pharmacovigilance Program 

of India [PvPI] in the year 2014 [12, 13]. Although 

numerous adverse drug reaction reporting 

centers have been established across the nation 

in Zonal, Divisional, and Peripheral locations 

under the strict oversight of the DCGI, adverse 

drug events are still under-reported [14]. This is 

mainly due a lack in understanding towards 

ADRs and reporting of ADR among HCPs, 

which has also been reported from many other 

studies done across the world [15]. 

The aim of the study is to identify the 

knowledge and awareness of digital reporting of 

adverse drug events among healthcare 

professionals working at a tertiary care hospital 

in India. 

PATIENTS AND METHODS 

A cross-sectional descriptive questionnaire-

based study was conducted after getting approval 

from the Institutional Ethics Committee. A Self-

developed, pre-validated questionnaire consisting 

of both open-ended and close-ended items was 

given to a total of 200 healthcare professionals 

from different specialties of a Tertiary Care 

Teaching Medical College Hospital and fill up 

after explaining the nature and purpose of the 

study. Written informed consent was obtained 

from each participant. Healthcare professionals 

refused to give written consent were excluded 

from the study. 

The HCP groups were Physicians, Pharmacists, 

Technicians and Nurses. A total of 26 questions 

consisting of multiple-choice statements was 

given. Two sets of closed questions were used 

to measure knowledge. Each set of closed 

questions contained eight statements and 

respondents were asked to respond ‘yes’, ‘no’ or 

‘don’t know’ to each statement. The first set 

related to ADR reporting. At the end of the 
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study, all the data were pooled and expressed as 

counts and percentages. Univariate analysis, 

which explores each variable in a data set 

separately, was carried out using the fisher’s 

exact test. A probability value of <0.05 was 

considered significant. 

RESULTS 

The distribution of 200 questionnaires to 

healthcare professionals resulted in a response 

rate of 100%, with 108 males and 92 females 

among those who completed the questionnaires 

[figure 1]. The healthcare professionals included 

98 physicians, 59 nurses, 32 pharmacists, and 11 

technicians [figure 2].  The questionnaires were 

gathered, online and on-site at the hospital. 

Awareness of Pharmacovigilance and 

Digital Reporting of Adverse Drug Reactions 

[ADR]: Healthcare professionals were questioned 

about their knowledge of the terms "pharmaco-

vigilance," "ADRs," and the types of ADRs that 

need to be reported. The term "pharmaco-

vigilance" was known to the majority of 

healthcare professionals [72%] in this study. 

The greatest percentage of pharmacovigilance 

awareness was found among Physicians [80.5%], 

followed by Nurses [9.5%], Pharmacists [8%] 

and Technicians [2%]. The majority of 

participants [70.5%] properly responded to the 

question on the definition of pharmacovigilance. 

ADRs definition was correctly answered by 

around 56% of study participants, and 46% 

were aware of types of ADRs that is to be 

reported. The questionnaire also included whether 

they were aware of the digital ADR reporting 

mechanism, as well as their nearby ADR reporting 

centers. A question also included whether they 

have attended any CMEs and workshops in 

pharmacovigilance. Most of the healthcare 

professionals [73%] does not know the method 

of digital reporting of ADR and their nearby 

pharmacovigilance center and almost 88% have 

not attended any CMEs or workshops [figure 3]. 

Perception and Attitude Toward Health-

care Professionals in Digital Reporting of 

Adverse Drug Reactions: When asked whether 

it is their professional responsibility to report 

ADRs online, 88% of healthcare professionals 

responded positively since it is easy and 

convenient and 92% agreed that it is their 

professional responsibility. Additionally, pharmaco-

vigilance's inclusion in the undergraduate 

curriculum was a question that received a 75% 

"yes" response [figure 4]. 

Practices of Digital ADR Reporting: The 

healthcare professionals were questioned about 

various monitoring systems, reporting forms, 

whether or not they had digitally reported 

ADRs, where to get the forms, whom to report 

the ADRs to, and what other things could deter 

them from reporting ADRs. Concerning monitoring 

methods, 42% of research participants were not 

familiar with the hospital's ADR reporting system. 

Further 86% has never reported or submitted 

any ADR, and 72% were unable to locate the 

form collection location. Regarding the query of 

to whom the ADR should be reported, 47% 

answered as Pharmacology department, 32% 

answered as Hospital super-intendent, 15% 

answered as Drug Company, 6% answered as 

prescriber. Finally, the reasons that deter study 

participants from reporting ADRs were questioned 

and 65% did not know how to digitally report an 

ADR, 15% did not accept that it is important to 

report ADR, 12% answered that managing 

patients is more important and 8% said that 

patient may have confidentiality issues. 

 

 
Figure [1]: Gender characteristics of respondents 
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Figure [2]: Percentage of respondents among the study population 

 

Figure [3]: Percentage of awareness of the healthcare professionals in pharmacovigilance and digital 

reporting of Adverse Drug Reactions 

 

Figure [4]: Percentage of perception and attitude of the healthcare professionals in digital reporting of 

adverse drug events 
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DISCUSSION 

Adverse medication responses are the 

leading reason for patient harm in the healthcare 

system. Most of the ADRs are preventable but 

might have a probability of occurring again. 

ADRs are still among the top 10 cause of 

fatality in numerous countries [16]. To avoid or 

reduce patient harm, advances in public health 

and the availability of methods for assessing and 

tracking the safety of pharmaceuticals in clinical 

settings are essential. Establishing an effective 

ADR reporting system is necessary to make this 

better. We performed a questionnaire survey at 

our hospital to determine healthcare personnel' 

knowledge and understanding of the digital 

reporting of adverse medication occurrences. In 

contrast to other studies that have been reported, 

our study's response rate was 100%, which is 

high [17, 18]. Our findings also indicated that 

healthcare workers lacked awareness and 

information. Additionally, this outcome is 

consistent with research from other nations' 

studies indicating the need for Pharmaco-

vigilance workshops among healthcare 

professionals, especially to enhance drug safety 

among general population [19]. A pilot survey 

was performed among private doctors in India 

of which 600 questionnaires were given and 332 

medical professionals replied to the survey.  

This study highlighted the requirement and 

necessity to improve ADR reporting for awareness 

among doctors and highlighted their lack of 

understanding of pharmacovigilance as well as 

the attitudes that lead to significant under-

reporting among them [18]. A cross-sectional 

survey was performed by another study to 

assess their awareness and expertise about 

healthcare professionals regarding pharmaco-

vigilance in government and private hospitals. 

The results of this investigation revealed a lack 

of pharmacovigilance knowledge and the need 

for a pharmacovigilance training program. ADR 

underreporting is a global issue, according to 

numerous previous researches, including in 

nations like the United Kingdom where pharmaco-

vigilance monitoring systems are well-established 
[20, 21]. Despite the fact that the majority of 

healthcare workers are prepared to report ADRs 

on time by understanding the necessity of 

reporting them, a few causes of underreporting 

include ignorance of reporting procedures. They 

feel reporting an ADR is not required of them, 

hence their hospital must have ADR forms 

available [17]. The inclusion of a pharmaco-

vigilance training program in undergraduate 

curricula by HCPs should also be mandated as 

doing so will improve the understanding and 

awareness of the next generation of healthcare 

professionals and result in better patient care. 

Additionally, accurate pharmacovigilance and 

computerized ADR reporting systems in clinical 

practice will result in the use of medicines that 

is supported by evidence and as a result, there is 

a greater chance of eliminating many ADRs. 

HCPs are vital for the success of pharmaco-

vigilance programs. HCPs need to receive 

training on the stages involved in digital ADR 

reporting in order to further improve the 

process. 

Additionally, advancements in digital ADR 

reporting will eventually lessen the burden of 

health care. All HCPs should be encouraged to 

submit ADR reports electronically utilizing 

PvPI forms or by notifying the Clinical 

Pharmacology department. Since the sample 

size was so small, we employed and the fact that 

our hospital was the only study site, our study 

has multiple limitations. 

Conclusions: The findings of our current 

study indicate that healthcare professionals 

know relatively little about pharmacovigilance 

and digital reporting of ADRs. This reflects the 

necessity to improve the knowledge and 

awareness of pharmaco-vigilance. This can be 

accomplished by giving healthcare professionals 

elective training courses, CMEs, and seminars. 

Additionally, patient participation is required to 

enhance knowledge, attitudes, and perceptions 

about adverse drug events which will further 

increase the number of ADR reports leading to a 

positive impact on overall patient care. 

Financial and non-financial relations and 
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