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INTRODUCTION 

Drugs are the most common medical interventions, 

primarily used to relieve sufferings. But it has been 

recognized long ago that drug themselves can prove fatal; 

as the saying rightly goes “Drugs are Double Edged 

Weapons”.1  

Adverse drug reactions are one of the major reasons of 

morbidity and mortality all over the world and hence 

proper monitoring of ADRs is mandatory.2  

As per World Health Organization, Adverse drug 

reactions (ADR) is any noxious, unintended and 

undesired effect of the drug which occurs at doses used in 

humans for the prophylaxis, diagnosis or therapy of a 

disease or the modification of physiological state.3,4 

Studies have shown that ADRs are an important cause of 

hospital admissions.4-7 

The incidence of serious ADRs is 6.7% in India and 

reporting of serious ADRs rarely exceeds 10%.8-10
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Background: Adverse drug reactions (ADR) - one of the global problems of 

major concern leading to morbidity and mortality. Spontaneous reporting of 

ADR is the cornerstone of Pharmacovigilance (PV) programme and it is 

important to reduce the risk of drug related harm to the patient. The active 

participation of healthcare professionals (Doctors, Nurses, Pharmacist) play a 

major role in the success of Pharmacovigilance. The objective of the study was 

to assess the knowledge, attitude, practice of Staff Nurses about 

Pharmacovigilance in a tertiary care hospital. 

Methods: A Cross sectional, Observational questionnaire based study was 

carried out using a pre designed KAP questionnaire. Study included 100 staff 

nurses who were working in Hassan institute of medical sciences (HIMS). The 

results were analyzed using descriptive statistics  
Results: In our study 65% participants knows the correct definition and 48.8% 

knows the important purpose of Pharmacovigilance and 77.5% aware of 

existence of ADR reporting system in India. There was huge gap between ADR 

experienced (53.8%) and ADR reported (21.3%). The determinants of under 

reporting from our study include Lack of time / overburdened (33.7%) and lack 

of knowledge about ADR (31.25%). 

Conclusions: This study showed that majority of participants understand the 

need for reporting of ADR. In spite of that the reporting rate of ADRs by them 
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Pharmacovigilance is defined as science and activities 

related to detection, assessment, understanding and 

prevention of adverse drug reactions or any drug related 

problem.4,11 Spontaneous reporting of ADRs is the 

important part of pharmacovigilance and is mainly to 

maintain the patient safety.  

In India, all healthcare professionals including doctors, 

nurses, and pharmacists can report an ADR by filling an 

ADR form of the Central Drugs Standard Control 

Organization (CDSCO) and the active participation of 

these people can improve the ADR reporting.2,12 There 

are so many studies conducted about Pharmacovigilance 

among doctors.13-17 Even though Doctors are the one who 

are prescribing drugs, it is the Nurses who are close to the 

patient and administering drugs, monitor them 

continuously, known to have an important role in ADR 

reporting and constitute a potentially valuable source for 

spontaneous ADR reports in hospitals.18 Thus, the 

knowledge and attitudes of hospital nurses on 

spontaneous reporting of ADRs and difficulties in 

reporting and the ways to solve them are very important. 

This study was conducted to assess the knowledge, 

attitude and practice (KAP) of staff nurses in our hospital 

(Hassan Institute of Medical Sciences). 

METHODS 

This study was conducted at Hassan Institute of Medical 

Sciences, a tertiary care Hospital in Hassan, Karnataka, 

India. The duration of the study was one month, July 

2015.  

A cross-sectional questionnaire-based study conducted 

after getting informed consent from 100 staff nurses, who 

were working at the hospital during the study period.  

KAP questionnaire was designed to assess, their 

knowledge of pharmacovigilance, attitudes towards 

pharmacovigilance, and their practice on ADR reporting. 

There were 16 questions of which seven related to 

knowledge, four related to attitude, and four related to 

practice. One question was asked to determine the 

reasons for under reporting.  

Statistical analysis 

Descriptive statistics was applied to infer the findings. 

RESULTS 

Knowledge related questions 

Nurses knowledge towards the ADR reporting was 

evaluated using 6 pharmacovigilance related questions.  

65% staff nurses gave correct response regarding the 

definition of pharmacovigilance and 48.8% know the 

important purpose of Pharmacovigilance and 77.5% 

aware of existence of ADR reporting system in India. 

47.5% were aware that the regulatory body responsible 

for monitoring ADRs in India is Central Drugs Standard 

Control Organization (CDSCO). Only 32.5% were aware 

that International Center for ADR monitoring is located 

in Sweden. Unfortunately, only 33.75% healthcare 

professional were aware that a serious adverse event 

should be reported to the regulatory authority within 14 

calendar days (Table 1).  

Table 1: Knowledge related questions. 

Questions 
Correct 

response (%) 

Incorrect 

response (%) 

1. Pharmacovigilance 

is defined as 
 65  35 

2. The important 

purpose of 

Pharmacovigilance 

is 

 48.75  51.25 

3. Are you aware of 

existence of ADR 

reporting system 

in India? 

 77.5  22.5 

4. Which regulatory 

body is 

responsible for 

monitoring ADRs 

in India? 

 47.5  52.5 

5. Where are the 

International 

centre for ADR 

monitoring is 

located? 

 32.5  67.5 

6. A serious adverse 

event should be 

reported to 

regulatory body 

within 

 33.75  66.25 

Attitude related questions 

To explore nurses attitudes towards pharmacovigilance, 4 

questions were designed. 

 

Figure 1: Opinion about establishing ADR   

monitoring centre. 
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58.75% agreed that ADR monitoring center should be 

established in every hospital and 60% chose phone as the 

preferred mode to inform about ADR (Figure 1 and 

Figure 2). 

 

Figure 2: Different methods of reporting ADRs                     

by nurses. 

58.75% mentioned that ALL ADRs should be reported. 

27.5% mentioned only SERIOUS ADRs should be 

reported. 50% of Staff nurses mentioned that ADR 

reporting doesn’t damage professional image. 

The factors discouraging participants from reporting 

ADRs were lack of time to report ADR (33.75%) and 

lack of knowledge about ADR (31.25%) (Figure 3). 

 

Figure 3: Factors discouraging reporting of ADR. 

Practice related questions 

Majority of the participants, 69 out of 80 (86.3%) 

accepted that reporting of ADR is necessary and 53 out of 

80 (66.3%) were taught about ADR reporting.  

The interesting fact here is 53.6% have come across ADR 

but only 21.3 % reported ADR which shows the 

unawareness of nurses about the importance of ADR 

reporting (Figure 4).  

 

Figure 4: Practice related questions. 

DISCUSSION 

Hospital nurses could play an important role in ADRs 

reporting, because they are close to the patient and have 

good knowledge of health criteria, symptoms, drugs and 

ADRs. Given their unique position in drug administration 

and recording side effects, nurses are well-placed to 

monitor the patients’ response to drugs. They are often 

the source in alerting the responsible physician about 

possible ADRs. There is thus a logical reason to involve 

nurses and encourage them to contribute in ADR 

reporting system.18  

According to the results of our study 65% knows the 

correct definition of Pharmacovigilance and 48.75% 

knows the importance of Pharmacovigilance whereas in 

other study conducted by Hanafi S et al, only 32% knows 

the correct definition of ADR.18 

77.5% aware of existence of ADR reporting system in 

India. A study conducted by Rajesh R et al, showed that 

68% are aware of existence of ADR reporting system.19 

47.5% knew that in India the Central Drugs Standard 

Control Organization (CDSCO) is a regulatory body 

responsible for monitoring ADRs which is high 

compared to study conducted by Arjun T N et al, where 

only few i.e. 28.57% gave correct response.12 

The above findings showed that nurses in our college has 

better knowledge about pharmacovigilance and this might 

be due to the frequent pharmacovigilance awareness 

programme conducted by our institution.  

Most of the staff nurses (86.3%) accepted that reporting 

ADR is necessary and pharmacovigilance should be 

taught in detail to healthcare professionals. These 

findings are in correlation with findings of a study 

conducted by Arjun T N et al.12 

In our study there was huge gap between ADR 

experienced (53.8%) and ADR reported (21.3%) in spite 

of people trained on how to report an ADR (66.3%) 
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similar to a study conducted by Gupta SK et al, showed 

that gap between ADR experienced (64.4%) and reported 

(22%).2 

Most of them in our study were not aware of what kind of 

ADR to be reported. 58.75% mentioned that ALL ADRs 

should be reported. 27.5% mentioned only SERIOUS 

ADRs should be reported. 

Lack of time/ overburdened (33.7%) and lack of 

knowledge about ADR (31.25%) were the major 

determinants of under reporting from our study which is 

similar to the studies conducted by Amancharla MK et 

al.4  

These findings suggest the need for interventions to 

improve the KAP of the nurses. 

CONCLUSION 

This study showed that majority of the participants had 

good knowledge and attitude about pharmacovigilance 

and understand the need for reporting. In spite of that the 

reporting rate of ADRs by them is very low. Hence, there 

was huge gap between the ADR experienced and ADR 

reported. The fact that majority of respondents agreed 

that reporting of ADR is necessary and awareness that 

pharmacovigilance should be taught in detail to 

healthcare professionals emphasize that they have started 

to understand the importance of pharmacovigilance. 
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