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ABSTRACT 

Have a major impact on public health. 

 

AIM 

To assess the awareness of Pharmacovigilance among third year medical students. 

 

MATERIAL AND METHODS 

This was an observational study. The study was conducted on fifth semester medical students in the Department of 

Pharmacology, Government Medical College, Anantapur. A questionnaire containing 15 questions with 2-5 options were given to 

each student and they were asked to mark one best suitable option. We analysed data of 80 students. The results were evaluated 

graphically using Microsoft Excel sheet. 

 

RESULTS 

89.93% of students were aware of all the activities involved in Pharmacovigilance; 48.48% of the students had an idea that all 

the health care professionals (i.e. doctors, pharmacists, nurses) are responsible for reporting adverse drug reaction 34.84% of 

students had wrong perception that WHO online database for reporting ADRs was Medsafe and 31.8% thought Vigibase as online 

database; 48.48% had the correct understanding that CDSCO is the regulatory body for monitoring ADRs in India; 66.66% students 

thought that all the Adverse drug reactions (Mild, moderate, severe) irrespective of their severity have to be reported; 61% of 

students thought that ADR reporting is a Professional obligation; 91% of the students were aware that all the measures (Stop the 

drug, report ADR and treat the condition) have to be taken when an ADR is suspected. Other factors included like 68% students knew 

drugs banned because of ADR. Majority of students wrote Thalidomide and Nimesulide as an example for a drug banned because of 

ADR. 

 

CONCLUSION 

The current study revealed that medical students had good awareness. 
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INTRODUCTION 

Since time immemorial, the use of medicines has been 

associated with adverse effects. “There are 3 actions of a drug: 

The one you want, the one you don’t want and the one you 

don’t know about” (DJP Barker).[1] So, it is crucial to monitor 

both the known and the unknown adverse effects of medicines. 

This is because the recent epidemiological studies have 

estimated that adverse drug reactions are the fourth to sixth 

leading causes of death and that they represent 5% to 10% of 

the hospital costs.[2] Therefore, in addition to the obvious 

morbidity and the mortality which are caused by them, ADRs 

are also an economic burden on our health care system, as they 

prolong the hospital stay and increase the cost of the 

treatment. 
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In a country like India with a large population and vast 

diversity, it is absolutely necessary to introduce a standard 

pharmacovigilance programme. Pharmacovigilance is by 

definition, “The science and activities which are related to the 

detection, assessment, understanding and the prevention of 

adverse effects or any other drug related problems.”[3] India 

ranks below 1% in terms of ADR reporting against the world 

rate of 5%.[4] To overcome this problem, the Ministry of Health 

and Family Welfare, Govt. of India, has initiated the National 

Pharmacovigilance Programme. The purpose of this 

programme is to collate the data, analyse it and to use the 

inferences to recommend informed regulatory interventions, 

besides communicating the risks to the health care 

professionals and the public. This programme is coordinated 

by the National Pharmacovigilance Centre at the Central Drugs 

Standard Control Organization (CDSCO) in New Delhi. The 

National Centre is operating under the supervision of the 

National Pharmacovigilance Advisory Committee to 

recommend procedures and guidelines for regulatory 

interventions. This committee oversees the performance of 

two zonal, five regional and twenty six peripheral 

pharmacovigilance centres. The entire network works in 

coordination to improve the ADR reporting in our country.[5] 
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A majority of India’s population prefers government 

hospitals when they are in need of health care facilities. So, 

these hospitals can be a good source for generating an ADR 

database. However, the Herculean task is to foster a culture of 

reporting among the clinicians, especially among the junior 

doctors as they are more closely associated with the patient 

care. The present low level of ADR reporting is mostly due to a 

lack of awareness and training and time constraints.[6] 

The manner in which a doctor takes the clinical history of 

a patient can be improved if he has a sound knowledge of the 

drug safety issues with an emphasis on the patient’s 

medication history. It also helps him in understanding the 

action of the drug better. It thus decreases the irrational use of 

medicines, adverse drug-drug interactions and inappropriate 

polypharmacy.[7] 

Few studies had been carried out in different countries to 

assess the knowledge of pharmacovigilance among the 

medical students and practitioners. In the U.K., 57% of the 

medical schools assessed the students’ knowledge on the 

yellow card scheme.[8] In France, a survey which was 

conducted among medical residents showed that a majority 

lacked knowledge on pharmacovigilance.[9] A study which was 

conducted in Nigeria revealed an inadequate knowledge on 

pharmacovigilance among resident doctors.[10] A study which 

was designed to investigate the awareness of 

pharmacovigilance among the health care professionals in 

Jiangsu, China, showed that significant differences existed in 

the awareness of pharmacovigilance across regions, hospital 

classes and professions.[11] A study which was conducted at a 

Nepalese hospital also showed low KAP scores and it 

suggested the need for educational and managerial 

interventions.[12] 

In India few studies were carried out, which mainly 

emphasised on the actual process of the ADR reporting. A 

study which was conducted at 3 different private hospitals in 

Mysore recommended that several studies of a similar kind, 

especially in the community setup needed to be conducted to 

know the attitudes of other health care professionals towards 

the ADR reporting. 

 

MATERIALS AND METHODS 

This was an observational, cross-sectional study based on the 

questionnaire. The study was conducted on 2nd year (Fifth 

term) medical students in the Department of Pharmacology of 

Government Medical College, Anantapur. Prior permission 

was obtained from the Institutional Ethics Committee. A 

questionnaire containing 15 questions with 2-5 options were 

given to the student and they were asked to mark one best 

suitable option. (Annexure-1) instructed not to reveal their 

identity in the questionnaire. Twenty minutes was the time 

allotted to answer the questionnaire. The questionnaire was 

based on previous studies undertaken on Pharmacovigilance 

and it was suitably modified for students. The completed 

questionnaire was collected and data was analysed. Totally 70 

students participated in the study, out of which 4 

questionnaires were incomplete and eliminated while 

evaluating results. So, we analysed data of 66 participants. The 

results were evaluated graphically using Microsoft Excel. 

 

RESULTS 

Majority of the students had correct understanding regarding 

Pharmacovigilance and its role in identifying the safety of 

drugs; 89.93% of students were aware of all the activities 

involved in Pharmacovigilance. [Figure 1] 48.48% of the 

students had an idea that health care professionals (i.e. 

doctors, pharmacists, nurses) are responsible for reporting 

ADR. (Figure 2) 34.84% of students had wrong perception that 

WHO online database for reporting ADRs was Medsafe and 

31.81% thought Vigibase as WHO online database. (Figure 3) 

48.48% had the correct understanding that CDSCO is the 

regulatory body for monitoring ADRs in India. (Figure 4) 

66.66% students thought that all the ADRs (mild, moderate 

and of their severity have to be reported. (Figure 5) 61% of 

students thought that ADR reporting is a Professional 

obligation. (Figure 6) students were aware that all the 

measures (Stop the drug, report ADR, treat the cause have to 

be taken when an ADR is suspected). (Figure 7) Other findings 

include - 68% students knew drugs banned because of ADR. 

Majority of students wrote Thalidomide as an example for a 

drug banned because of ADR. 
 

 

Fig. 1: In Pharmacovigilance 
 

 
Fig. 2: Health Care Professionals Responsible  

for Reporting Adverse Drug Reactions 
 

 

Fig. 3: WHO Online Database for Reporting  
Adverse Drug Reactions 
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Fig. 4: Types of ADRs to be Monitored 

 
 

 

Fig. 5: Regulatory Body for Monitoring  

Adverse Drug Reactions 

 

 

Fig. 6 

 

 

Fig. 7 

DISCUSSION 

Adverse effects due to medicines are common cause of 

mortality and morbidity. ADRs have a major impact on public 

health by imposing a considerable economic burden on the 

society. It is estimated that only 6-10% of all ADRs are 

reported and underreporting of ADR is a major problem. The 

aim of Pharmacovigilance Programme of India (PvPI) is to 

ensure rational therapy by encouraging the adverse drug 

reaction monitoring. In our present study, 92% of the students 

were aware of activities involved in Pharmacovigilance 

compared to 26% in a study done by Rehan et al[12] and 94% 

reported by Deepak et al[13] In our study, 49% of participants 

were aware of the regulatory body responsible for monitoring 

ADRs, which was low when compared to 84% reported by 

Radhakrishnan et al[14] and 79% reported by Deepak P et al[13] 

Regarding reporting of ADRs based on severity, in our study 

80% of students had an opinion that all ADRs should be 

reported irrespective of the severity, whereas in a study done 

by Rehan et al[12] around 65% students had the similar opinion 

and 84% in a study by Deepak et al. In our study, 62% students 

thought that ADR reporting is a professional obligation. In 

another study by Deepak et al[13] only 47% of students thought 

that ADR reporting is a professional obligation. The reason for 

this difference could not be ascertained. In our study, 92% of 

students were aware of the measures that are to be taken 

when an ADR is suspected and similar was the result in a study 

by Deepak et al[13] who reported 93% of the students had 

awareness about measures to be taken when an adverse drug 

reaction is suspected. The overall results of this study was 

encouraging considering the fact that most of the students 

were aware of the Pharmacovigilance, its activities, measures 

to be taken when ADR is suspected, type of ADR to be reported, 

regulatory body monitoring ADR’s, the healthcare 

professionals responsible for reporting ADRs. This 

encouraging results may be because, have included 

Pharmacovigilance problem based learning as a part of 

Practical curriculum and it reflects the students’ 

understanding on the subject. But still there were some grey 

areas considering that most of students got it wrong when 

responding to the WHO online database for reporting ADRs.  
 

CONCLUSION 
The current study revealed that medical students had good 
awareness about Pharmacovigilance and ADR reporting. 
Better understanding of the subject on Pharmacovigilance in 
these undergraduates would help them as future doctors in 
improving the quality of health care as well as safety of the 
patients. 
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