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Abstract: 

Aims& Objective: The main objective of our study was to evaluate the Knowledge , Attitude and Practice on ADR 
reporting among the intern doctors in Assam Medical College & Hospital, Dibrugarh, a tertiary care hospital of Assam. 

Materials & Method: A cross-sectional questionnaire based study was carried out among the intern doctors of Assam 
Medical College & Hospital, Dibrugarh. The questionnaire was designed to assess the Knowledge, attitude and practice of 
ADR reporting. The Intern doctors working in Assam Medical College during the study period were included in the 
study. A prior written informed consent was taken from the intern doctors. Only those who gave consent to participate 
were included in the study. The data of the completely filled up questionnaire was analyzed by using the Statistical 
Package of Social Sciences (SPSS) statistical software, version 16. 

Results: 150 pretested questionnaire were distributed among the intern doctors and out of which 110 responded with 
completely filled up questionnaire. 23.63% of the intern doctors gave the correct definition on pharmacovigilance. 
Among the intern doctors, 76% of them have experienced adverse drug reaction in patients but only 13.63% have ever 
reported the adverse drug reaction to the Pharmacovigilance reporting centre indicating a poor practice. However 40.90% 
of the intern doctors were aware of the pharmacovigilance programme in India and 64.54% of them agreed that adverse 
drug reaction reporting is one of their professional obligation.  

Conclusion: Our study demonstrated that though adverse drug reaction reporting is gradually increasing , however 
unfortunately the pace of ADR reporting  is largely deficit. Hence steps should be taken to increase awareness of ADR 
reporting among them even in the undergraduate curriculum. 
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INTRODUCTION: Adverse drug Reaction (ADR) is a global health problem affecting people of all ages leading to 
significant morbidity and mortality1. According to the WHO, ADR is defined as “A response to a drug which is noxious 
and unintended, which occurs at doses normally used in man, for the prophylaxis, diagnosis, or therapy of disease, or for 
the modification of physiological functions”2. In India the Pharmacovigilance programme was started in July 2010, with 
the primary objective of safeguarding people’s health and thereby reducing the global burden of disease3. The 
Pharmacovigilance Programme in India (PvPI) has established many ADR reporting centres throughout India for the 
successful reporting of the ADR by the health care professionals as well as the public but it is seen that the actual practice 
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of ADR reporting is largely deficit4. This could be due to the lack of knowledge, Attitude and practice of the health care 
workers towards the ADR reporting. Since the intern doctors would be the future health care professionals and would 
influence the society in many ways, hence this study was undertaken. 

ADRs are regarded as a major threat to patient’s health and the quality of life and thereby also increasing the health care 
cost considerably5. With the passage of time, there is a tremendous increase in the usage of drugs leading to several 
adverse drug reactions6. Hence a proper monitoring and reporting of the ADR is of utmost importance. In India all the 
health care professionals can report an ADR by filling up an ADR reporting form of the Central Drugs Standard Control 
Organization7. However they should know how to report and when to report an ADR to improve their ADR reporting8. 

In India, the national Pharmacovigilance Programme of India (PvPI) was established by the Central Drugs Standard 
Control Organization (CDSCO) in 2004 to monitor ADRs and to provide drug safety reports to the WHO-ADR 
monitoring center in Uppsala, Sweden 9. To coordinate ADR monitoring throughout India, the Drug Controller General of 
India (DCGI) and Indian Council of Medical Research (ICMR) have established many peripheral PV centers in various 
hospitals located in major Indian cities10. But despite of the constant endeavor of the PvPI, there is a lack in the 
spontaneous reporting of the ADRs11. Such under reporting of the suspected ADRs by the health care professionals has 
become a major problem in India12. 

2. METHODOLOGY: 

This cross sectional questionnaire based study was carried out among the intern doctors of Assam Medical College and 
Hospital who were working during the study period. The total number of intern doctors who participated in the study 
were hundred and ten. A prior written informed consent was obtained from the intern doctors before conducting the study. 
The aims and objectives of the study was explained to them before distributing the questionnaire. Any clarification 
needed in understanding the questionnaire was provided. The questionnaire consisted of four sections. The first section 
consisted of the demographic information of the participants , the second section consisted of questions on knowledge 
relate to ADR reporting, the third section consisted of questions related to the attitude towards ADR monitoring and 
finally the fourth section consisted of questions with the help of which practice of ADR reporting could be determined 
amongst the intern doctors. The data was collected and analysed using the statistical package for social sciences (SPSS). 

3. RESULTS: 

3.1 Demographic characteristics: 

In the present study a total of 150 questionnaires were distributed among the intern doctors, out of which 110 responded 
with completely filled up questionnaire, giving a response rate of 73.33%. 78(70.90%) of the intern doctors were females 
and 32(29.1%) were males. The mean age of the intern doctors were 24.  
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Figure 1 : Gender distribution 

 

Figure 2: Percentage of response of the participants 

3.2 Description of knowledge regarding ADR: 

There were 10 questions on assessing the knowledge of ADR among the intern doctors. 26(23.63%) knew the term 
pharmocovigilance 34(30.90%) of the intern doctors were aware of an adverse drug reaction (ADR). However only 
19(17.27%) knew about the different types of ADR respectively. 20 (18.18%) knew about the WHO Upassala Monitoring 
Centre (UMC), online database for adverse drug reaction reporting, while 45(40.90%) knew about the Pharmacovigilance 
Programme in India (PvPI). The majority of the respondents 69.09% gathered information about ADR through the 
internet, 22.71% from seminars, journals, 8.2% from text books and journals directly. Among the respondents 
35(31.81%) believed that all the adverse drug reactions seen in the patients should be reported immediately. 

 

Figure 3: Respondents familiar with the term Pharmacovigilance 
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Figure 4: Information on ADR of the respondents 

 

3.3 Description of attitude regarding ADR: 

The majority of the respondents 78(70.90%) strongly agreed that ADR reporting is of utmost importance, 71(64.54%) 
strongly agreed that ADR reporting is one of their professional obligation and should be made mandatory. 68 (61.81%) ) 
strongly agreed that by reporting an ADR patient’s heath can be safeguarded. However 70(63.63%) of the intern doctors 
were of the attitude that ADR reporting is time consuming and a tedious process. Overall most of the intern doctors 
65.75%showed a positive attitude towards ADR reporting whereas only 34.25% showed a negative attitude. 

 

Figure 5: Attitude of the respondents towards ADR 

3.4 Description of practice regarding ADR: 

Despite having heard of the ADR reporting system, only 15(13.63%) out of 110 intern doctors have ever reported an 
ADR.. 96(87.27%) out of 110 intern doctors have never attended any seminars or CME regarding pharmacovigilance and 
ADR reporting indicating a lack of awareness among them. The main factors discouraging the respondents to report an 
ADR are did not know how to report an ADR(36.3%), donot think it important to report(33.4%), busy schedule(26.11%) 
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not knowing where to report(19.3%),inability to diagnose ADR(18%),managing patient was more important(13.63%), 
lack of access to ADR reporting form(7.2%). 

 

 

 

Figure 6: Practice of ADR reporting by the respondents 
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Figure 7: Factors discouraging ADR reporting 

 

DISCUSSION: 

Various studies have shown that underreporting of ADR exists as an inherent problem affecting people’s health13. This 
study was therefore undertaken to evaluate the knowledge, attitude and practice of ADR reporting among the intern 
doctors. Our study showed that despite of having an adequate knowledge and attitude among the intern doctors, only 
13.62% of them have ever reported an ADR, indicating a poor practice. Though most of the respondents strongly agreed 
that ADR will improve the healthcare of the patients, however it was seen that factors like unavailability of ADR 
reporting forms, contact numbers & addresses of report agencies, lack of knowledge of how to report an ADR, an lack of 
enough time to report an ADR etc were the major causes of the underreporting of ADR.  

In conclusion, our study has shown that though the level of ADR reporting and the attitude towards it was adequate 
among the intern doctors, yet they showed a poor practice of ADR reporting. Hence it is of utmost importance to create 
awareness on ADR reporting  among the intern doctors as they are the future health care professionals through continuous 
medical education (CME), seminars, by providing adequate training to the doctors on how to report an ADR and also 
including pharmacovigilance awareness programmes in the undergraduate curriculum. 
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