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INTRODUCTION 

Adverse drug reaction (ADR) is defined by world health 

organization (WHO) as “a response to a drug, which is 

noxious and unintended, and which occurs at doses 

normally used in man for the prophylaxis, diagnosis or 

therapy of disease or for the modification of 

physiological function.”
1
 ADRs are one of the major 

health care problems occurring throughout the world. 

They affect the people with varying magnitudes, causing 

both morbidity and mortality.
2,3

 

Pharmacovigilance is the science and activities related to 

the detection, assessment, understanding, and prevention 

of adverse effects or any other possible drug-related 

problems.
4
 To transform the concept of 

pharmacovigilance into practice for enhancing the safety 

of patients, ADR monitoring centers (AMCs) are being 

set up across the country under pharmacovigilance 

programme of India (PvPI).
5
 

Spontaneous reporting of ADRs has played a major role 

in the detection of unsuspected, serious, and unusual 

ADRs which were previously undetected during the 
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clinical trial phases. This has led to the withdrawal of 

many drugs in the recent past, i.e., rofecoxib, cisapride, 

terfenadine.
6
 The contribution of health professionals is 

enormous in this regard. However, underreporting still 

remains a major obstacle in the complete success of 

pharmacovigilance program.
7
 It is found that only 6-10% 

of all ADRs are reported.
8,9

 This high rate of 

underreporting is a matter of great concern which can 

delay detection of serious ADRs and consequently have a 

major negative impact on the public health. 

Various factors have been attributed for underreporting of 

ADRs among health professionals. These factors are 

based on knowledge and perception of health 

professionals to reporting. Inman has described them as 

“seven deadly sins.” These include: Financial incentives: 

No rewards for reporting are given; legal aspects: Fear of 

litigation or enquiry into prescribing costs; complacency: 

The belief that very serious ADRs are well documented 

by the time a drug is marketed; diffidence: The belief that 

reporting an ADR would only be done if there was 

certainty that it was related to the use of a particular drug; 

indifference: The belief that the single case an individual 

doctor might observe could not contribute to medical 

knowledge; ignorance: The belief that it is only necessary 

to report serious or unexpected ADRs, and excuses made 

by professionals; and lethargy: The procrastination and 

disinterestedness in reporting or lack of time to find a 

report card, and other excuses.
10

  

The factors responsible for underreporting have not been 

extensively studied in India. Also various socio-economic 

factors, religious beliefs, superstitions and cultural 

variations have a role to play in the underreporting of 

ADRs especially in the Indian set-up. 

In order to improve the reporting rate, it is important to 

improve the knowledge, attitude and practices (KAP) of 

the healthcare professionals regarding ADR reporting and 

Pharmacovigilance. The best time to do it is probably 

during the under graduate and post graduate education of 

the doctors. The primary objective of this study was to 

evaluate the baseline KAP of the interns and doctors 

(including faculty members and post graduates). The 

second primary objective was to find the reasons for 

underreporting at a teaching hospital in Punjab, regarding 

ADR monitoring and Pharmacovigilance. This would 

help us in planning interventions amongst this group of 

doctors. 

METHODS 

A cross sectional, questionnaire based survey was carried 

out at a government teaching and tertiary level care 

hospital in the state of Punjab, India Govt. Medical 

College and Rajindra Hospital, Patiala, Punjab, India. 

 

Study population 

Two hundred and nine questionnaires were administered 

to the interns and doctors from clinical departments and 

para clinical departments, including the resident doctors 

who were pursuing their post-graduation in any of the 

medical, surgical, para clinical fields.  

Study instrument 

The study instrument was a pre designed questionnaire 

which was structured to obtain the information about 

their knowledge of ADR reporting, attitudes to reporting, 

and the factors that they perceived may influence 

reporting. Provision will also make for suggestions on 

possible ways to improve ADR reporting. Questionnaire 

was validated through a pilot study. 

Study conduct 

The questionnaire was administered to all the interns and 

doctors in the resident doctor’s hostels, all the clinical 

wards, outpatient departments, operation theatres and 

departments (convenience sampling). The doctors were 

requested to complete the questionnaire and hand it back 

immediately, to maximize the response rate. Those who 

will busy at that moment were requested to return back 

the duly filled questionnaires within 1 week. 

RESULTS 

About 500 faculty member, interns and the resident 

doctors who were pursuing their post-graduation in any of 

the medical, surgical, para clinical fields were randomly 

selected for inclusion in the study. A total of 209 of 500 

selected faculty member, interns and the Postgraduate 

resident doctors provided response to the questionnaire. 

The response rate with respect to 500 finally selected 

faculty member, interns and the resident doctors was 

40%. The responses from total of 209 faculty member 

(70), interns (69) and the resident doctors (70) were used 

for further statistical analysis. Responses faculty member, 

interns and the resident doctors to questions related to 

knowledge or awareness about ADR reporting are 

summarized in (Table 1). 

As far as awareness of pharmacovigilance is concerned 

study reveals that only 36% of the faculty members were 

aware of the meaning of pharmacovigilance. (Table 1) 

futher reveals that knowledge of ADR monitoring centers 

(AMC) in our institution was also very limited. Only 20% 

faculty members and 51% interns were aware of AMC in 

our institute. Awareness of postgraduate residents (90%) 

was overall better than faculty and interns. Knowledge 

About the healthcare professionals responsible for 

reporting ADRs in a hospital was also very limited and 

34% faculty members , 64% interns and 88% PGs were 

aware of this. 
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Table 1: questions related to knowledge and percentage of correct responses among faculty members, interns and 

PGs. 

Q. No. knowledge or awareness questions 
Correct answer  Percentage 

Faculty  Interns  PGs 

1. What is Pharmacovigilance? 36 69 96 

2 Where is the international center for adverse drug reaction located 26 65 64 

3. Which regulatory body is responsible for ADR monitoring in India? 30 65 59 

4. 
Is there any adverse drug reactions (ADRs) reporting and monitoring system 

at your hospital?  
20 51 90 

5. Rare ADRs can be identified in the following phase of a clinical trial 25 68 78 

 
Who are the healthcare professionals responsible for reporting ADRs in a 

hospital 
34 64 88 

7. Do you know about the Thalidomide Disaster? 38 68 95 

Table 2: Questions related to attitude and percentage of correct responses among faculty members, interns and 

PGs. 

Q. No. Attitudes regarding adverse event reporting 
Percentage response as yes/ correct answer 

Faculty Interns PGs 

8 
Which among the following factors discourage you from 

reporting adverse drug reactions? (any one only) 
   

8(a) Legal inquiry/action involved for reporting an ADR 68 10 17 

8(b) Lack of time to report ADR 4 22 20 

8(c) Difficult to decide whether ADR has occurred or not 5 10 16 

8(d) Not knowing where and whom to report  18 24 40 

9 
Do you think reporting of adverse drug reaction is 

necessary? 
38 68 100 

10 Do you think reporting is a professional obligation for you?         4 18 22 

11 ADR reporting should be    

11a Voluntary 11 12 19 

11b Compulsory 26 56 82 

11c Remunerated 1 0 0 

11d No need to report 0 0 1 

12 
Do you think pharmacovigilance should be taught in detail 

to healthcare professionals? 
38 68 102 

Table 3: Questions related to practice of PV and percentage of correct responses among faculty members, interns 

and PGs. 

Q. No. Attitudes regarding reporting mechanism 
Percentage response as yes/ correct answer 

Faculty Interns PGs 

13 Have you ever come across with an ADR? 29 26 61 

14 Have you ever been taught / trained on how to report 

adverse drug reaction (ADR)? 

6 3 12 

15 Have you reported any suspected adverse drug reactions to 

any of the ADR reporting and monitoring centres? 

3 1 18 

 

Table 2 shows attitudes of faculty member, interns and 

the resident doctors regarding adverse event reporting. 

Table 2 reveals that the reasons for underreporting by 

faculty member, interns and the resident doctors were 

different. Legal inquiry/action involved for reporting an 

ADR was the main worry while reporting an ADR for 

faculty member (68%). Lack of time to report ADR was 

the main reason given by Interns (22%) and not knowing 

to whom and where to report was the main reason given 

by Interns PGs (40%). 

100% Postgraduates think that reporting of adverse drug 

reaction is necessary compared to 38% and 68% of the 

faculty members and interns respectively. 22% 

Postgraduates think that reporting is a professional 

obligation for them compared to 4% and 18% of the 
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faculty members and interns respectively. ADR reporting 

should be compulsory according to 82% of PGs compared 

to 26% and 56% of the faculty members and interns 

respectively. 102% of PGs think Pharmacovigilance 

should be taught in detail to healthcare professionals 

while only 38% and 68% of the faculty members and 

interns think this as important. 

Table 3 further reveals that about 29% faculty members 

ever came across with an ADR. Only 3% of them reported 

these ADRs to ADR centers and only 6% have ever been 

taught/trained on how to report adverse drug reaction. 

61% PGs ever came across with an ADR. Only 18 % of 

them reported these ADRs to ADR centers and only 12% 

have ever been taught / trained on how to report Adverse 

Drug Reaction. The fact that only 22% % of responders 

have reported ADRs to ADR centers shows that the 

ADRs are always grossly underreported. 

Various suggestions given by the doctors include, creating 

general public awareness, inclusion of pharmacovigilance 

in the undergraduate teaching curriculum and regular 

training about ADR reporting for the health care 

professionals. 

DISCUSSION 

Reporting of ADR is an essential component of 

pharmacovigilance and is crucial to the safety 

surveillance of marketed medicinal products. Spontaneous 

ADR reporting is a vital method for detecting new safety 

issues related to drugs. ADRs contribute significantly to 

morbidity and mortality in clinical practice with its 

associated economic consequences.
11,12

 

Many studies have evaluated the knowledge of healthcare 

professionals about pharmacovigilance. But reporting the 

same exclusively in resident doctors was reported in very 

few studies.
13

 Response rate of 77.2% was reported in one 

study carried out in resident doctors.
13

 Desai et al
 
also 

reported a response rate in resident doctors (77.7%) 

compared to that in faculty members.
14 

Studies from developed economies such as UK and USA 

have reported a higher rate of ADR reporting and higher 

awareness among healthcare professionals about 

pharmacovigilance.
15,16

 Even a study from India has 

reported encouraging findings regarding attitudes and 

perceptions of medical practitioners about 

pharmacovigilance.
17

 But many other studies from India 

as well as other countries.
12,14,17,18

 have reported lower 

rates of ADR reporting and awareness among healthcare 

professionals about pharmacovigilance. 

CONCLUSION 

In conclusion, our study strongly suggests that there is a 

great need to create awareness and to promote the 

reporting of ADR amongst interns and doctors, which will 

lay a solid foundation for these healthcare professionals to 

be diligently involved in quality pharmacovigilance in 

their future practices. Training sessions to clarify the role 

of various healthcare professionals in pharmacovigilance, 

the events to be looked for and reported and to address the 

various perceived obstacles to spontaneous reporting, will 

hopefully fill the observed lacunae in knowledge and 

practices. Attitudinal and cultural changes, whereby ADR 

reporting is seen as an integral part of the clinical 

activities of the doctors, are very necessary for a long 

term improvement of ADR reporting. 
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QUESTIONNAIRE 

Name:                                                                             Age:                                                                       Sex: 

Year of Residency/Intern/Faculty Member  

Department 

(Please tick mark the correct response) 

 

Knowledge about adverse event reporting among the resident doctors and interns. 

 

1) What is Pharmacovigilance? 

a) The science of studying clinical trials  

b) The process of inspection of Drugs  

c) The detection and reporting of adverse effects  

d) None of the above 

2) Where is the international center for adverse drug 

reaction located 

a) Unites States of America  

b) United Kingdom 

c) India 

d) Sweden 

3) Which regulatory body is responsible for ADR 

monitoring in India? 

a) Central Drugs Standard Control Organization 

(CDSCO) 

b) All IndiaInstitute of Medical Sciences (AIIMS) 

c) Drug Controller General of India 

d) Medical Council of India (MCI) 

4)  Is there any adverse drug reactions (ADRs) reporting 

and monitoring system at your hospital?  

a) Yes  

b) No 

5) Rare ADRs can be identified in the following phase of 

a clinical trial  

a) During phase-1 clinical trials  

b) During phase-2 clinical trials  

c) During phase-3 clinical trials  

d) During phase-4 clinical trials 

6) Who are the healthcare professionals responsible for 

reporting ADRs in a hospital 

a) Doctors 

b) Pharmacists  

c) Nurses 

d) All of the above 

7) Do you know about the Thalidomide Disaster? 

a) Yes 

b) No 

 

 

Attitudes regarding adverse event reporting 

8) Which among the following factors discourage you 

from reporting Adverse Drug Reactions? (Any one only) 

a) Legal Inquiry/Action involved for reporting an ADR 

b) Lack of time to report ADR 

c) Difficult to decide whether ADR has occurred or not  

d) Not Knowing where and whom to report  

e) Patient’s confidentiality not to be disclosed 

f)  Non-remuneration for reporting 

g) Socio-economic, cultural and religious beliefs 

involved 

9) Do you think reporting of adverse drug reaction is 

necessary? 

a) Yes  

b) No 

10) Do you think reporting is a professional obligation 

for you?         

a) Yes 

b) No  

c) Don’t know  

d) Perhaps 

11) ADR reporting should be 

a) Voluntary  
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b) Compulsory  

c) Remunerated 

d) No need to report 

12) Do you think Pharmacovigilance should be taught in 

detail to healthcare professionals? 

a) Yes  

b) No 

 

Practices regarding reporting mechanism 

13) Have you ever come across with an ADR?  

a) Yes  

b) No 

14) Have you ever been trained on how to report Adverse 

Drug Reaction (ADR)? 

a) Yes  

b) No 

15) Have you reported any suspected adverse drug 

reactions to any of the ADR reporting and monitoring 

centres?  

a) Yes  

b) No

 

Any suggestions: 

 


