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INTRODUCTION 

Adverse drug reactions (ADR) are an important public 

health problem in terms of mortality, morbidity as well as 

costs. ADR is defined by WHO as a response to drug 

which is noxious and unintended and that occurs at doses 

normally used in man for prophylaxis, diagnosis or therapy 

of disease or for modification of physiological 

function.1Pharmacovigilance is the science and activities 

related to detection, assessment, understanding and 

prevention of adverse effects.2 

ADR monitoring helps to detect new, serious and even 

unknown reactions. Reporting of known ADRs helps to 
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establish the frequency of occurrence and identifies risk 

factors which may be predictable. By adding onto the 

existing database, it helps in signal detection. This enables 

regulatory agencies to formulate drug use guidelines, issue 

warnings or even ban/withdraw the drug from the market. 

Spontaneous reporting plays a major role in the detection 

of ADRs by health care professionals (HCP) and a constant 

effort has been put by the concerned authorities in 

reinforcing reporting practices. However, studies 

worldwide have shown gross under reporting with a rate 

of around 9.4%.3,4 

Several studies have shown lack of sufficient knowledge 

and awareness among health care professionals on ADR 

reporting as an important factor. A systematic review 

conducted across the globe has found an alarming rate of 

95% of under-reporting were ignorance, diffidence and 

lethargy in 72% and 77% each.5 Educational interventions 

such as CMEs, conference, lectures on Pharmacovigilance 

for HCP, training workshops on ADR has found to 

improve the rate of reporting.6  

Thus, identifying the factors affecting reporting is vital so 

as to enable the Pharmacovigilance teams to implement 

educational interventions to enhance the rate and quality 

of reporting of ADRs. Knowledge and attitude of health 

care professionals i.e. doctors about ADR greatly 

influences the extent of reporting. Hence, this study is 

being proposed to evaluate the perceptions of doctors 

about ADR reporting and assess the barriers of reporting 

ADR. 

METHODS 

This was a questionnaire based cross sectional study 

conducted among the doctors who have completed MBBS 

(physicians and postgraduates/tutors) at Mahadevappa 

Rampure Medical College and Hospital - a tertiary health 

care center. All the doctors working in the institution were 

included except those unwilling to participate. 

Study tool 

A validated questionnaire was used to assess knowledge, 

attitude, practice and barriers for reporting ADRs.7 This 

questionnaire captured the demographic details (age, sex, 

specialty and designation), their knowledge, attitudes and 

practice pattern towards pharmacovigilance. A total of 25 

questions - 14 to evaluate the knowledge and burden of 

ADRs, 7 to know the attitude of doctors towards ADR 

reporting, 4 questions to assess the practice pattern.  

For categorization of knowledge, composite score was 

derived and divided into three groups. Score >66% was 

considered as adequate knowledge, 34-66% was 

considered as moderate and <34% was poor knowledge on 

ADR reporting. The attitudes question included opinions 

about reporting an ADR and includes the agreement 

towards preformed scale consisting of agree, disagree and 

don’t know. The practice questions were intended to 

collect the information regarding the approach to ADR 

reporting in their clinical practice. 

Data collection 

Questionnaire was distributed to all the doctors after taking 

written consent. They are contacted on same day or after a 

day to collect the filled in questionnaire. Doctors not 

responding even after visiting five times personally were 

considered as non-responders.  

Statistical analysis 

Descriptive statistics was used for demographic data and 

to assess the response among doctors to identify 

knowledge, attitude of ADR reporting. Collected data was 

assessed by frequency, percentage, mean. Statistical 

analyses were performed using Statistical Package for the 

Social Sciences version 22.0 software (SPSS Inc, Chicago, 

IL, USA). 

RESULTS 

Knowledge on ADR reporting 

A total of 157 doctors responded to the questionnaire. 

Majority doctors were males below 30 years of age and 

have less than 5 years of experience. 90% of the doctors 

were aware of the pharmacovigilance program mainly 

through PVG activities by ADR Monitoring Centre 

(AMC) and pharmacology classes during their academic 

sessions (53%) followed by CME and orientation 

programs (29%). (Table 1). The composite score on 

knowledge of ADR reporting (53%) and on knowledge of 

ADR burden (39%) was found to be moderate (Table 2). 

Table 1: Demographic data. 

Parameters               Responses  (N=157) N (%) 

Gender  
Males 106 (67.5%) 

Females 51 (32.5%) 

Age (years) 

24-30 100 (63.7) 

31-40 27 (17.2) 

>40 30 (19.1) 

Experience (years) 

0-5 114 (72.6) 

6-15 25 (15.9) 

16-25 18 (11.5) 

Designation: PG/tutor/residents 93 (59.2) 

AP/AsP/P  64 (40.8) 

Doctors aware of PVG 142 (90.4%) 

Attitude on ADR reporting 

The 7 questions which assessed the attitude towards 

reporting of ADRs as summarized in Table 3. More than 

90% the respondents were of the opinion that ADR 

monitoring should be mandatory in the hospital and one 

should be suspicious of possible ADRs caused by the 



Kunnoor NS et al. Int J Basic Clin Pharmacol. 2017 Nov;6(11):2671-2675 

                                                          
                 

                     International Journal of Basic & Clinical Pharmacology | November 2017 | Vol 6 | Issue 11    Page 2673 

particular drug. 84% of the doctors felt that ADR reporting 

by health care professional should be voluntary. 83% of 

the doctors opined that ADR reporting by one person can 

make a significant difference to the community. One third 

of the respondents agreed on financial rewarding for ADR 

reporting while other one third disagreed.  

Table 2: Doctors knowledge on ADR reporting and 

ADR burden. 

Parameters Response 

Knowledge of ADR reporting 

Mean score  

(Max. 21) 

11.06 

Burden of ADR reporting 

Mean score (Max. 7) 
2.73 

Composite score 

Knowledge of ADR Reporting (%) 
52.65 

Composite score 

Knowledge of Burden due to ADR (%) 
39.04 

Table 3: Doctors attitude on ADR reporting. 

Attitude question Response 
Numbers 

(n=157) 
% 

One should be 

certain of the ADR 

due to particular 

drug  

Agree 144 91.7 

Don’t know 11 7 

Disagree 2 1.3 

One should have a 

suspicion of 

possible ADR 

during treatment  

Agree 147 93.6 

Don’t know 8 5.1 

Disagree 2 1.3 

ADR reporting by 

one person can 

make a significant 

difference to the 

community  

Agree 131 83.4 

Don’t know 13 8.3 

Disagree 13 8.3 

ADR reporting in 

the hospital by 

health care 

professional should 

be voluntary  

Agree 133 84.7 

Don’t know 17 10.8 

Disagree 7 4.5 

ADR reporting in 

the hospital should 

be mandatory  

Agree 141 89.8 

Don’t know 12 7.6 

Disagree 4 2.6 

ADR reporting in 

the hospital should 

be financially 

rewarded  

Agree 56 35.7 

Don’t know 51 32.5 

Disagree 50 31.8 

ADR reporting in 

the hospital is not 

required 

Agree 6 3.8 

Don’t know 7 4.5 

Disagree 144 91.7 

Practice and barriers on ADR reporting 

53% of the doctors did not report ADRs in their practice 

even thou they are aware of pharmacovigilance. 24% of 

the doctors have reported ADRs 1 – 3 times. In suspected 

cases, 57% of the doctors declared that they include ADR 

as a differential diagnosis and 27% doctors rarely include 

it. Majority of the doctors said that they will document the 

ADR in patient file (61%) and report it to AMC (78%) if 

they come across any ADR (Figure 1 and Figure 2). 

 

Figure 1: Doctors response when they come across 

ADR. 

 

Figure 2: Frequency of considering ADR as 

differential diagnosis. 

 

Figure 3: Barriers for ADR reporting. 
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send the reporting form. Management of patients was more 

important than ADR reporting (34%). Some didn’t report 

because of legal liabilities issues (27%), difficulty with 

diagnosing ADR (23%) and fear of negative impact on 

doctors (20%) (Figure 3). 

DISCUSSION 

Under-reporting of ADRs is one of the main challenges in 

pharmacovigilance activities. Current spontaneous 

reporting and active surveillance has seen no 

improvememnt in the ADR reporting except few centres. 

Constant effort has been put by the concerned authorities 

in reinforcing reporting practices.8 

Doctors play an important role in ADR reporting. Given 

their unique position in primary care of patients, they are 

often the first to be informed regarding any adverse 

reaction. They are thus an important source for identifying, 

recording and also cautioning the patient about possible 

ADRs.  

Therefore it is essential to involve and train them on how 

and where to report the ADR.9Our study has found 

moderate knowledge regarding ADR reporting, 

knowledge of ADR burden and unsatisfactory practice of 

the doctors. The average knowledge score of the 

respondents was 53% on ADR reporting and 39% on ADR 

burden, indicating that there is still much to be done to 

educate the doctors regarding ADR reporting. In contrast, 

studies done at different parts of India have shown high 

knowledge, but poor practice for ADR, among health care 

professionals.9-11 

The results of the present study showed that most of the 

doctors had positive perception towards ADR reporting. 

The attitude level towards knowing the ADRs caused by 

the drugs, raising the suspicion on occurrence of ADRs, its 

reporting becoming mandatory and voluntary was the 

highest. Majority were of the opinion that ADR reporting 

can bring significant difference to the community. 

Previous studies have also identified ADR reporting as a 

professional obligation.8,12 ADR reporting as a 

professional obligation will have moral binding to 

healthcare professionals and ethical issues. The fact that 

one third of doctors believed that ADR reporting needs to 

be rewarded clearly shows the need for appropriate 

education and understanding the importance of this issue 

that will probably make a significant difference in 

reporting ADRs.  

Actual practice of ADR reporting was unsatisfactory. 24 

% of the doctors in our study had reported ADR similar to 

results of another study in which 25.6% of respondents had 

reported.13 Our study results are similar to previously 

reported studies where lack of training for clinical doctors 

on how to diagnose and report ADRs could be the probable 

reason for under reporting.14,15 Therefore, clinical sessions 

and training in hospitals through CMEs are necessary to 

train the doctors regarding ADR monitoring, diagnosing 

and reporting ADR. Patient counseling about occurrence 

of ADR and its reporting to health care professionals to be 

done regularly. This will strengthen the confidence of 

doctors; reduce the fear of negative impact and legal issues 

following the ADR in patients.  

CONCLUSION 

In conclusion, our study has shown that because of many 

barriers the actual practice of ADR reporting is 

unsatisfactory even though the doctors are aware of 

pharmacovigilance, and knowledge about ADR reporting 

and attitude towards it is adequate. Hence, it is essential to 

include pharmacovigilance training to the doctors to 

promote and improve reporting of ADR. Proper 

counseling of the patients regarding the medicines and 

possible ADRs will help prevent untoward events. Overall 

this will improve the pharmacovigilance activities.  
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