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INTRODUCTION 

Pharmacovigilance is the branch of science and activities 

relating to the detection, assessment, understanding and 

prevention of adverse effects or any other drug-related 

problem. Good Pharmacovigilance programs help in 

identifying the risks and risk factors associated with 

drugs in the shortest possible time so that harm can be 

avoided or minimized. Without the Pharmacovigilance 

programme, many adverse effects of the drugs have not 

been known and the banned drugs would be still in the 

market causing potential harm.
1
 

When communicated effectively, this informationallows 

for the intelligent, evidence-based use ofmedicines and 

has the potential for preventing manyadverse reactions. 

Physicians, pharmacists, nurses and the consumers play a 

key role in Pharmacovigilance programs, but in many 

studies underreporting was observed. An estimated 

median underreporting rate (defined as percentage of 

ADRs detected from intensive data collection that were 

not reported to relevant spontaneous reporting systems) 

of 94% and occurs frequently for serious and unlabelled 

reactions.
2,3

 This can delay detection of important ADRs. 

Studies from different settings indicate inadequate 

knowledge about pharmacovigilance among healthcare 

professionals as well as attitudes that are associated with 
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a high degree of underreporting.
4,5

 We know the nursing 

staff are the important stakeholders of Pharmacovigilance 

programme, as they monitor the patient more closely. 

Hence the present study was planned to assess the 

knowledge, attitude and perception of nursing graduate 

students. 

METHODS 

The study was conducted at a government medical 

college and teaching hospital, Nizamabad of Telangana 

State during the year 2015. Institutional ethics committee 

permission was sought before initiation of study. 

The design of this study was a cross-sectional, 

anonymous, questionnaire based study. 

Subjects under this study were 65 students of 2
nd

 year 

general nursing graduates who were willing to participate 

in the study were included. 

Tool of this study questionnaire which was predesigned, 

pretested and validated was used for data collection as a 

research tool. The questionnaire consists of 15 questions 

and eight statements on the knowledge, attitude and 

practice aspects of pharmacovigilance programme in 

India. 

Procedure of this study was all the study participants 

were explained about the purpose of study and the 

questionnaires were distributed. Adequate time was given 

to fill them. The data obtained was spread in excel sheet 

and results were analysed using Microsoft Office 2007 

version. 

RESULTS 

A total of 65 students participated in the survey out of 80 

students of 2
nd

 year general nursing graduates. Out of 

them 11 students have not answered all the questions, the 

remaining 54 questionnaires were considered for 

statistics. Mean±SD of the age of students was 

18.63±0.56 years. All the students were females. The 

responses of the students were calculated in percentages. 

Knowledge about the Pharmacovigilance programme 

Only 25.9% students were not aware of the term 

Pharmacovigilance, whereas 74.1% were aware of it. 

About 44.4% were aware of the national 

Pharmacovigilance programme of India and remaining 

(56.6%) were not. Regarding the awareness of 

pharmacovigilance cell in their institute, 70.4% of 

students were aware of it and the remaining (29.6%) were 

not. Only 14.8% had given the correct response about the 

location of national centre for pharmacovigilance, as 

Ghaziabad. Nearly 37% stated correctly about the national 

monitoring centre of ADRs as Indian pharmacopoeia 

commission-national coordinating centre for 

pharmacovigilance. Regarding the knowledge on how to 

report the ADR, only 18.5% stated it can be reported by 

any of the means i.e., making a call/by email/through 

written forms, but 25.9% each stated ADR to be reported 

only by making a call/by email. And 29.6% stated that it 

can be done through written forms.  

Attitude about the pharmacovigilance and safety of 

drugs 

With regard to the safety of the drug, about 63% were of 

the opinion that herbal drugs were safe and 44.4% opined 

that over the counter drugs were safe. Most of the 

students (51.9%) mentioned lack of awareness as the 

common cause of underreporting of ADRs, followed by 

lack of time by 22.2%, feeling that if reported may create 

negative impression on health care personnel by 11.1%. 

About 14.8% felt that it’s of no use/waste of time. 

Most of the students (48.1%) stated that it’s the nurse’s 

responsibility to report ADRs, whereas 22.2% stated it as 

doctor’s responsibility and 14.8% each stated it as patient, 

pharmacist responsibility respectively. 

The opinion of the students regarding the statements was 

given in below Table 1. 

 

Table 1: Attitude of students on pharmacovigilance programme. 

Statement Agree Neutral  Disagree 

Adverse drug reaction reporting is necessary 70.4% 7.4% 22.2% 

 Adverse drug reaction reporting is a professional obligation? 48.1% 33.3% 18.5% 

It is necessary to confirm that an ADR is related to a particular drug before reporting it. 51.9% 11.1% 37.0% 

Pharmacovigilance reporting should be voluntary? 40.7% 29.6% 29.6% 

Pharmacovigilance reporting should be compulsory? 40.7% 14.8% 44.4% 

It is necessary to report only serious and unexpected reactions? 33.3% 55.6% 11.1% 

Pharmacovigilance should be taught to all health care students during their curriculum. 59.3% 11.1% 29.6% 

I believe that the topic of pharmacovigilance is well covered in my curriculum 51.9% 14.8% 33.3% 
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Table 2: Frequencies. 

Notes 

Output created 21-Mar-2016 11:22:11 

Comments   

Input 

Active data set Data Set 0 

Filter <none> 

Weight <none> 

Split file <none> 

N of rows in 

working data file 
27 

Missing value 

handling 

Definition of 

missing 

User-defined missing 

values are treated as 

missing. 

Cases used 

Statistics are based on 

all cases with valid 

data. 

Syntax 

Frequencies variables 

= Q1 Q2 Q3 Q4 Q5 

Q6 Q7 Q8 Q9 Q10 

Q11 Q12 Q13 Q14 

Q15 S1 S2 S3 S4 S5 

S6 S7 S8 

age/statistics=mean 

/order=analysis. 

Resources 
Processor time 00 00:00:00.046 

Elapsed time 00 00:00:00.140 

Table 3: Statistics. 

 Q1 Q2 Q3 Q4 Q5 Q6 Q7 

N 
Valid 27 27 27 27 27 27 27 

Missing 0 0 0 0 0 0 0 

Mean    2.4074 2.5926   

 

 Q8 Q9 Q10 Q11 Q12 Q13 Q14 

N 
Valid 27 27 27 27 27 27 27 

Missing 0 0 0 0 0 0 0 

Mean  
2.

07

41 

1.4

074 

1.8

889 

2.2

963 

2.4

074 
2.2222 

 

 Q15 S1 S2 S3 S4 S5 S6 

N 
Valid 27 27 27 27 27 27 27 

Missing 0 0 0 0 0 0 0 

Mean 2.2222       
 

 

 S7 S8 Age 

N 
Valid 27 27 27 

Missing 0 0 0 

Mean   18.6296 

Practice about the pharmacovigilance 

Nearly 63% stated that all the known and unknown 

adverse drug reactions (ADRs) are to be reported, where 

as 22.2% stated as only known reactions and 14.8% as 

only unknown reactions to be reported. About 70.4% 

stated that ADRs of both the old and new drugs have to be 

reported, where as 11.1% stated only ADRs of old drugs 

have to be reported and 18.5% stated as ADRs of new 

drugs to be reported. Only 51.9% stated that they know 

how to report the ADR. 

Table 4: Questionnaires. 

Q1 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

N 7 25.9 25.9 25.9 

Y 20 74.1 74.1 100.0 

Total 27 100.0 100.0  
 

Q2 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

N 15 55.6 55.6 55.6 

Y 12 44.4 44.4 100.0 

Total 27 100.0 100.0  
 

Q3 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

  1 3.7 3.7 3.7 

N 8 29.6 29.6 33.3 

Y 18 66.7 66.7 100.0 

Total 27 100.0 100.0  
 

Q4 

 Frequency Percent 
Valid 

Percent 

Cumulative 

Percent 

Valid 

1.00 6 22.2 22.2 22.2 

2.00 4 14.8 14.8 37.0 

3.00 17 63.0 63.0 100.0 

Total 27 100.0 100.0  
 

Q5 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 3 11.1 11.1 11.1 

2.00 5 18.5 18.5 29.6 

3.00 19 70.4 70.4 100.0 

Total 27 100.0 100.0  

 

Q6 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

N 10 37.0 37.0 37.0 

Y 17 63.0 63.0 100.0 

Total 27 100.0 100.0  

 

Q7 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

N 15 55.6 55.6 55.6 

Y 12 44.4 44.4 100.0 

Total 27 100.0 100.0  
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Q8 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

N 13 48.1 48.1 48.1 

Y 14 51.9 51.9 100.0 

Total 27 100.0 100.0  

 

Q9 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 13 48.1 48.1 48.1 

2.00 3 11.1 11.1 59.3 

3.00 7 25.9 25.9 85.2 

4.00 4 14.8 14.8 100.0 

 Total 27 100.0 100.0  

 

Q10 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 20 74.1 74.1 74.1 

2.00 3 11.1 11.1 85.2 

3.00 4 14.8 14.8 100.0 

Total 27 100.0 100.0  

 

Q11 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 14 51.9 51.9 51.9 

2.00 6 22.2 22.2 74.1 

3.00 3 11.1 11.1 85.2 

4.00 4 14.8 14.8 100.0 

 Total 27 100.0 100.0  

 

Q12 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 5 18.5 18.5 18.5 

2.00 10 37.0 37.0 55.6 

3.00 11 40.7 40.7 96.3 

4.00 1 3.7 3.7 100.0 

 Total 27 100.0 100.0  

 

Q13 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 7 25.9 25.9 25.9 

2.00 7 25.9 25.9 51.9 

3.00 8 29.6 29.6 81.5 

4.00 5 18.5 18.5 100.0 

 Total 27 100.0 100.0  

 

Q14 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 10 37.0 37.0 37.0 

2.00 1 3.7 3.7 40.7 

3.00 16 59.3 59.3 100.0 

Total 27 100.0 100.0  

 

 

 

Q15 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

1.00 6 22.2 22.2 22.2 

2.00 13 48.1 48.1 70.4 

3.00 4 14.8 14.8 85.2 

4.00 4 14.8 14.8 100.0 

 Total 27 100.0 100.0  

Table 5: Statements. 

S1 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 19 70.4 70.4 70.4 

D 2 7.4 7.4 77.8 

N 6 22.2 22.2 100.0 

Total 27 100.0 100.0  
 

S2 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 13 48.1 48.1 48.1 

D 9 33.3 33.3 81.5 

N 5 18.5 18.5 100.0 

Total 27 100.0 100.0  

 

S3 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 14 51.9 51.9 51.9 

D 3 11.1 11.1 63.0 

N 10 37.0 37.0 100.0 

Total 27 100.0 100.0  

 

S4 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 11 40.7 40.7 40.7 

D 8 29.6 29.6 70.4 

N 8 29.6 29.6 100.0 

Total 27 100.0 100.0  

 

S5 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 11 40.7 40.7 40.7 

D 4 14.8 14.8 55.6 

N 12 44.4 44.4 100.0 

Total 27 100.0 100.0  

 

S6 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 9 33.3 33.3 33.3 

D 15 55.6 55.6 88.9 

N 3 11.1 11.1 100.0 

Total 27 100.0 100.0  
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S7 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 16 59.3 59.3 59.3 

D 3 11.1 11.1 70.4 

N 8 29.6 29.6 100.0 

Total 27 100.0 100.0  

 

S8 

 Frequency Percent 
Valid 

percent 

Cumulative 

percent 

Valid 

A 14 51.9 51.9 51.9 

D 4 14.8 14.8 66.7 

N 9 33.3 33.3 100.0 

Total 27 100.0 100.0  

DISCUSSION 

Pharmacovigilance is defined as the science and activities 

relating to the detection, assessment, understanding and 

prevention of adverse effects or any other drug-related 

problems.
7
 

Adverse drug reaction reporting is an important tool in the 

Pharmacovigilance programme of India. In this 

programme, spontaneous reporting of ADR forms the 

major contribution which leads to signal detection of 

ADRs. Pharmacovigilance is still in the infant stage in 

India, likely to expand in the near future which requires 

more awareness among health care professionals. As the 

nurses are the ones who closely monitor the patients, the 

present study was designed to assess the perspective of 

nursing student’s on Pharmacovigilance programme of 

India.  

In the present study when the knowledge of nursing 

students regarding the Pharmacovigilance was assessed, 

only 25.9% students were not aware of the term 

Pharmacovigilance, whereas 56.6% were not aware of the 

Pharmacovigilance Programme of India. In Sushma et al 

study 55% were unaware of the term. In Sandeep et al 

study 62.4% gave correct response regarding the 

definition of pharmacovigilance Only 14.8% responded 

correctly about the location of national centre for 

pharmacovigilance, as Ghaziabad and 37% stated 

correctly about the national monitoring centre of ADRs as 

Indian pharmacopoeia commission as national 

coordinating centre for pharmacovigilance.
9
 About 70.4% 

of students were aware of the pharmacovigilance cell in 

their institute. In Sushma et al study 26% were aware of 

pharmacovigilance centre in their institute.in Sandeep et 

al study 71.3% were aware of the pharmacovigilance 

committee in their institute.
9
 This indicates that most of 

the people (74.1%) were aware of reporting the adverse 

drug reactions but they do not know about the national 

programme and real sense of collecting the adverse drug 

reactions.  

Regarding the knowledge on how to report the ADR, 

there was a variety of responses either by making a call, 

by email, through written forms or by all the these 

methods which clearly tells us about the poor knowledge 

on how to report the ADR. Hence some training is needed 

for the students on how to report the ADRs.  

With regard to the safety of the drugs, about 63% opined 

that herbal drugs were safe and 44.4% opined that over 

the counter drugs were safe. This is mainly because of 

misconception that drugs which are available outside 

without any prescription are safe. 

The attitude of nursing students about reporting of ADRs 

by whom, 48.1% stated it as nurses responsibility, 22.2% 

stated it as doctors responsibility, 14.8% stated it as 

pharmacists and remaining 14.8% as patients 

responsibility. It indicates that they are not totally aware 

who has to report the ADR. 

Majority of the nursing students (70.4%) stated that 

adverse drug reaction reporting is necessary. in Sushma et 

al study 72% felt that only significant ADRs need to be 

reported.
8
 in Sandeep et al study 97% health professionals 

agreed that reporting of ADRs is necessary.
9
 40.7% stated 

that training of pharmacovigilance should be voluntary. 

About half of them (48.1%) stated it as a professional 

obligation. 51.9% agreed that reaction is to be related to 

the drug before reporting it. More than half agreed that 

Pharmacovigilance to be taught to all the health care 

students as a part of their curriculum. About 51.9% 

agreed that it was well covered in their curriculum, 

whereas 33.3% disagreed and 14.8% were neutral. 

The determinants of underreporting, from our study 

include lack of awareness (51.9%), lack of time (22.2%), 

waste of time/no use (14.8%) and attitude of health care 

personnel that reporting of ADRs might create negative 

impact on them (11.1%). The results of present study 

were similar to the study conducted by Chatterjee et al 

where they mentioned lack of time as the main reason for 

under-reporting.
10

 

Regarding the Pharmacovigilance practices among the 

nursing students, Nearly 63% stated that all the known 

and unknown Adverse Drug Reactions(ADRs) are to be 

reported, where as 22.2% stated as only known reactions 

and 14.8% as only unknown reactions to be reported. 

About 70.4% stated that reactions of both old and new 

drugs to be reported, 11.1% stated only ADRs of old 

(marketed) drugs to be reported and 18.5% stated as 

ADRs of only new drugs to be reported. But, none of 

them had reported any ADR till now, the reason may be 

their higher officials might be taking care of it or it may 

any of the reasons of under reporting. 

The fact that majority of respondents agreed that reporting 

of ADR is necessary and Pharmacovigilance should be 

taught in detail to healthcare professionals is a major 

findings from our study.  
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CONCLUSION 

In conclusion, the present study conducted in a 

government hospital, shows that majority of the health 

care professionals have good knowledge about ADR 

reporting and understand the need for reporting. Lack of 

facilities and clinical knowledge about ADR discourages 

them from reporting. Educational interventions and 

improvement of facilities were also suggested to enhance 

reporting rate in the hospital. 
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QUESTIONAIRE 

 

1. Have you heard the term pharmacovigilance? 

 Yes / No 

2. Are you aware of the existence of national 

Pharmacovigilanceprogramme in India? 

 Yes / No 

3. Are you aware of the ADR monitoring centre in your 

institute?  

Yes / No 

4. Which ADRs should be reported? 

i. Known reactions  

ii. Only Unknown/new reactions 

iii. All the reactions 

 

5. Adverse Reactions of which drugs have to be 

reported? 

i. Only for old drugs in the market 

ii. Only for newly approved drugs in market 

iii. All the drugs  

6. All the herbal drugs are safe? 

Yes / No 

7. All the over the counter drugs are safe?  

Yes / No 

8. Do you know how to report the ADR?  

Yes / No 

9. The national centre for adverse drug reaction 

monitoring is located in 

i. New delhi 

ii. Kolkata 

iii. Mumbai 

iv. Chennai 

 

10. Which of the following scales is most commonly 

used to establish the causality of an ADR? 

i. WHO Scale 

ii. Naranjo scale 

iii. Kramers scale 

11. Which factor will be the cause of ADR under-

reporting? 

i. Lack of awareness of Pharmacovigilance 

ii. Lack of time to report  

iii. If reported, it may result in negative impression 

on doctor/nurse 

iv. Thinking it’s of no use / waste of time 

12. Which of the following regulatory body in India 

regulates ADR reporting? 

i. Ministry of health 

ii. Indian Pharmacopoeia commission – NCC  

iii. ICMR  

13. Which of the following ADR reporting system is 

used in India? 

i. Make a  call 

ii. Through written forms 

iii. By mail 

iv. All 

 

14. A serious adverse event is 

i. Treatment on OP basis 

ii. Withdraw the drug & no treatment 

iii. Patient admitted in ICU for treatment 

iv. Patient admitted in ward for treatment 

15. The most important healthcare professional(s) 

responsible for reporting ADR in a hospital is/are 

(Can choose more than one option) 

i. Physician 

ii. Nurse 

iii. Patient/consumer 

iv. Pharmacist  
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STATEMENTS 

Please write agree, neutral, disagree. 

1. Do you think adverse drug reaction reporting is necessary? 

2. Do you think reporting adverse drug reaction is a professional obligation? 

3. Do you think it is necessary to confirm that an ADR is related to a particular drug before reporting it? 

4. Do you think pharmacovigilance reporting should be voluntary? 

5. Do you think pharmacovigilance reporting should be compulsory? 

6. Do you think that it is necessary to report only serious and unexpected reactions? 

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

8. I believe that the topic of pharmacovigilance is well covered in my curriculum. 


