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ABSTRACT 

Adverse Drug Reactions (ADRs) pose significant challenges to public health, necessitating 

robust pharmacovigilance systems to monitor and mitigate these risks. This study assesses 

public awareness and utilization of the Adverse Drug Reaction (ADR) Reporting System in 

Dublin, focusing on identifying barriers to reporting and evaluating the effectiveness of current 

educational campaigns. A mono quantitative approach, involving a structured online survey, 

was employed to gather data from 131 residents in Dublin. The findings reveal that 89% of 

respondents are aware of ADRs, but only 67% are familiar with adverse event reporting forms. 

Furthermore, demographic factors such as education level (71% of respondents had a master's 

degree or higher) and occupation (39% of participants were healthcare professionals) 

significantly influence knowledge and participation in ADR reporting. Despite the high level 

of general awareness, 33% of participants had never seen an ADR reporting form, highlighting 

a gap in effective public engagement. Substantial barriers to reporting include the perceived 

complexity of the process and limited awareness of where and how to report. Additionally, 78% 

of respondents are familiar with the term 'pharmacovigilance,' but only 56% have reviewed 

related regulatory documents. The study also found that existing educational campaigns are 

insufficient in significantly enhancing public engagement with the ADR reporting system. 

Recommendations include simplifying the reporting process, enhancing public education 

efforts, and increasing the visibility of ADR reporting channels. These improvements are 

critical for strengthening pharmacovigilance practices, ensuring better drug safety, and 

ultimately improving public health outcomes in Dublin. 

Keywords: Adverse Drug Reactions, Pharmacovigilance, ADR Reporting System, Public 

Awareness, Dublin, Healthcare, Educational Campaigns, Public Health, Drug Safety. 
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CHAPTER 1 

INTRODUCTION 

1.0 BACKGROUND OF THE STUDY 

The adverse effects of medication pose serious challenges to global public health and can 

undermine the efficacy of treatments.(Le Louët and Pitts, 2023) It is vital to pay close attention 

to these responses to ensure the safety of the medication. The European Medicines Agency 

(EMA) is very important in overseeing drug safety in the European Union. (EU)(EMA, 2015). 

These systems are designed to monitor and evaluate adverse reactions to medications following 

their market release. They depend on active participation from both medical professionals and 

the community. However, many people don't report their experiences with drug safety because 

it's too complicated, they don't know about the reporting systems, and they don't think their 

report will make a difference (Aung et al., 2022). 

Pharmacovigilance, defined by the European Commission as the “process and science of 

monitoring the safety of medicines and taking action to reduce the risks and increase the 

benefits of medicines,” plays a crucial role in ensuring the safety and efficacy of 

pharmaceutical products. The origins of pharmacovigilance can be traced back approximately 

170 years, although it was not yet recognized as such. Over time, pharmacovigilance has 

evolved into a structured activity within the professional health field, with significant social 

and commercial implications aimed at monitoring the risk/benefit ratio of drugs, enhancing 

patient safety, and improving quality of life (Fornasier et al., 2018). 

Following figure shows the time line of historical evolution of pharmacovigilance  

 

Figure 1:time line of historical evolution of pharmacovigilance) (Fornasier et al., 2018) 
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This timeline highlights important milestones in the development of drug safety and monitoring 

systems. Starting in 1848 with the death of a girl named Hannah due to chloroform, it shows 

how various tragic events and discoveries led to stricter regulations and better systems for 

monitoring drug safety. Key events include the establishment of the Federal Food, Drug, and 

Cosmetic Act in 1938 after a public health crisis, the proof of gastrointestinal toxicity of aspirin 

in 1955, and the tragedy of Thalidomide in the 1960s which caused birth defects, prompting 

the creation of the Yellow Card system in the UK. International efforts ramped up with the 

WHO's program in 1968 and the development of European legislation in 1965. The timeline 

continues with the establishment of the European Medicines Agency in 1995, the funding of 

Eudravigilance in 2001, and updates to European pharmacovigilance legislation in 2012 and 

2017, all aimed at improving the monitoring and safety of medications. 

I chose this research topic due to my practical experience with an ADR reporting team during 

my internship period and its relevance to my Clinical Research Management module. In this 

module, I learned about the management of adverse drug reactions which is a crucial aspect of 

clinical research management. In this module covered the sections like methodologies and 

regulatory requirements for reporting ADRs, the importance of pharmacovigilance, and 

strategies to ensure patient safety during clinical trials. 

1.2 AIM AND OBJECTIVES 

1.2.1 AIM 

 This study aims to assess public awareness and utilization of the Adverse Drug Reaction 

(ADR) Reporting System in Dublin, identify barriers and facilitators to reporting, and evaluate 

the effectiveness of current public education efforts, with the goal of enhancing drug safety 

monitoring and improving patient safety and public health.  

1.2.2 OBJECTIVES 

• To measure the current level of awareness among Dublin residents about the ADR 

Reporting System and their understanding of its importance in drug safety. 

• To identify and analyse the main barriers that deter residents from using the ADR 

Reporting System. 

• To evaluate the effectiveness of existing educational campaigns and tools aimed at 

increasing public knowledge and utilization of the ADR Reporting System 

• To provide suggestions for enhancing the user friendliness of the ADR reporting system   
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1.3 RESEARCH QUESTION  

What are the levels of public awareness and the main barriers and facilitators affecting the 

utilization of the Adverse Drug Reaction Reporting System among residents of Dublin? 

1.4 HYPOTHESIS 

• The general public in Dublin has a moderate to good awareness of Adverse Drug 

Reactions (ADR) and the ADR reporting system. 

• Demographic factors, including age, gender, education level, and occupation, 

significantly influence awareness and participation in ADR reporting. 

• Major barriers exist that hinder ADR reporting, including lack of awareness, perceived 

complexity, and concerns about privacy and legal issues. 

• Existing educational campaigns and informational materials are insufficient in 

significantly increasing public engagement with the ADR reporting system. 

• A generally positive attitude towards ADR reporting exists among the public, but a 

notable portion of the population remains neutral or indifferent. 

• Simplifying the ADR reporting process and increasing the visibility of reporting 

information will likely enhance public participation in ADR reporting. 

1.5 SCOPE, LIMITATIONS AND RELEVANCE OF THE STUDY  

1.5.1 SCOPE 

The scope of this study includes assessing the awareness and utilization of the Adverse Drug 

Reaction (ADR) Reporting System among adult residents of Dublin. It aims to identify key 

barriers and facilitators influencing the use of the system, with a focus on understanding how 

sociodemographic factors such as age, education, and health literacy impact reporting 

behaviours. The study will also evaluate the effectiveness of current educational campaigns 

and tools designed to increase public knowledge and usage of the ADR Reporting System. 

Through surveys and qualitative methods like interviews or focus groups, the research will 

gather comprehensive data on public perception and experiences. The ultimate goal is to 

provide actionable recommendations for improving the user-friendliness of the ADR reporting 

process, thereby enhancing drug safety monitoring and contributing to better patient safety and 

public health outcomes. 

1.5.2 LIMITATIONS 

This study has several limitations that need to be acknowledged. The reliance on self-reported 

data collected through surveys may introduce sampling bias, as individuals who choose to 
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participate might have a higher level of interest or awareness regarding the ADR reporting 

system compared to the general population, potentially skewing the results. Additionally, the 

findings are specific to the adult residents of Dublin and may not be generalizable to other 

regions or populations due to differences in healthcare systems, education levels, and cultural 

attitudes towards medication and healthcare. Moreover, the study is restricted only to Dublin 

residents, which limits the scope and applicability of the results to broader contexts. The study’s 

accuracy also depends on a sufficient response rate, and low participation could limit the 

representativeness of the sample, affecting the reliability of the conclusions drawn. 

Furthermore, respondents may provide answers they perceive as socially acceptable or 

desirable rather than their true opinions or experiences, introducing social desirability bias. 

Finally, limitations in the survey design, such as the phrasing of questions or the options 

provided, could influence the responses and lead to misinterpretation, affecting the quality of 

the data collected. 

1.5.3 RELEVANCE 

Relevance of my study is to assess public awareness and utilization of the Adverse Drug 

Reaction (ADR) Reporting System in Dublin, identify barriers and facilitators to reporting, and 

evaluate the effectiveness of current public education efforts, with the goal of enhancing drug 

safety monitoring and improving patient safety and public health. Study regarding this topic is 

not yet published in Ireland. Hence it is significant to carry out this study. 

1.6 OUTLINE OF THE THESIS 

Pharmacovigilance, the process of reporting and monitoring adverse drug reactions (ADRs), is 

essential for ensuring the safety of medicinal products used to treat various symptoms and 

diseases. The European Union has recently enhanced its pharmacovigilance practices through 

directive 2010/84/EU, emphasizing the importance of ADR monitoring and reporting. This 

study aims to assess the public's awareness and use of the ADR reporting system in Dublin. By 

understanding the knowledge, barriers, and facilitators related to ADR reporting, we hope to 

identify ways to improve the system and ensure better health outcomes.  

This study has many different goals. The primary objective is to establish the extent of 

awareness among Dublin residents regarding the ADR reporting system and its role in ensuring 

the safety of drugs. Also, it wants to find and study the main things that stop people from using 

the ADR reporting system, such as not knowing about it, thinking it's too hard, and not thinking 

their input is important. Another important goal is to see if the current educational campaigns 
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and tools that are meant to help people understand and use the ADR reporting system actually 

work. Ultimately, the study seeks to provide recommendations on how to streamline the ADR 

reporting system, with the goal of boosting its accessibility and appeal to a wider audience. 

The study is seeking to find strategies to encourage more individuals to report adverse drug 

reactions. This will help improve drug safety and patient care in Dublin. The research will use 

a method that looks at facts and statistics to measure how much people in Dublin know about 

the ADR system and how often they use it. Data will be collected through structured survey. 

We will make sure to include different groups of people to get a fair picture of the whole 

population. The survey will be shared online in different ways, with help from healthcare 

workers to get more people to take part. 

During the study I think carefully about the ethical considerations in the study to make sure 

that people agree to take part, that their information is kept private, and that they choose to join 

in on their own. I will look at the data to see patterns and understand the effects of educational 

campaigns on ADR reporting. I will use different types of statistics to do this. The results will 

be shown using detailed charts, an interactive dashboard, and a detailed report. This will give 

useful information to help make the ADR reporting system in Dublin better. 

In summary, it's important to address the gaps in what the public knows about Dublin's ADR 

reporting system. This will help make sure drugs are safe and patients stay safe. This study 

wants to find out if people know about the ADR reporting system and what problems they face 

when using it. This will help figure out where to focus on making improvements. The findings 

will aid in developing strategies to increase participation in reporting ADRs, ultimately 

improving the effectiveness of the problem-solving system in Dublin. This research aims to 

gather strong evidence to improve ADR reporting systems. This will help make sure people in 

Dublin use medication more safely and have better health results. 
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CHAPTER 2 

LITERATURE REVIEW 

2.0. HISTORICAL OVERVIEW OF PHARMACOVIGILANCE  

The history of medicine is intertwined with the use of various medications, but also with the 

potential for unintended consequences. Adverse drug reactions (ADRs) have plagued medical 

practice since the dawn of pharmacology (Routledge, 1998). Even ancient civilizations 

documented the effects of various medicinal plants and substances, attempting to distinguish 

beneficial treatments from those causing harm (Routledge, 1998). 

Formalized efforts to monitor drug safety, known as pharmacovigilance, emerged in the 19th 

century alongside the increased use of industrialized drugs (Routledge, 1998). One of the 

earliest documented cases of potential ADRs involved the administration of chloroform as an 

aesthetic in 1848. Following the death of a young girl, concerns arose about its safety, 

prompting The Lancet Journal to establish a commission and urge physicians to report similar 

incidents. (The lancet, 1893) 

The limitations of pre-marketing clinical trials in detecting rare ADRs became tragically 

apparent in the 1960s with the thalidomide disaster. Thalidomide, prescribed to pregnant 

women for morning sickness, resulted in severe birth defects in thousands of babies. This event 

exposed the inadequacy of existing safety measures and led to a paradigm shift in 

pharmacovigilance.(Stafford, 2018) 

Following the devastating Thalidomide crisis in the 1960s, the world witnessed a critical shift 

in how drug safety is monitored. Prior to this tragedy, limitations existed in detecting potential 

adverse drug reactions (ADRs). In 1961, Dr. McBride's letter in The Lancet, highlighting a 

possible link between thalidomide and birth defects, exemplified the importance of 

spontaneous reporting.(Stafford, 2018) This paved the way for formalized systems like the 

Yellow Card scheme established in the UK in 1964.(O’ Donovan et al., 2019)  

Europe also responded with stricter regulations embodied in the EC Directive 65/65 

implemented in 1965.(Anon, n.d.) Recognizing the need for a global effort, the World Health 

Organization launched its Programme for International Drug Monitoring in 1968, fostering 

collaboration between countries in monitoring drug safety.(Olsson and Edwards, 2000) In 

Europe, the creation of the European Medicines Agency (EMA) and its EudraVigilance 
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Database in 2001 marked a significant step towards centralized management and analysis of 

suspected ADRs.(Postigo et al., 2018) 

The focus on patient safety continued to evolve. The revised EU Directive in 2010 emphasized 

greater involvement of patients and citizens in pharmacovigilance activities. Additionally, this 

revision broadened the definition of ADRs in 2010 to encompass any unintended and 

potentially harmful response to a medication.(Anon, 2010) To ensure consistent and effective 

practices, Good Pharmacovigilance Practices (GVP) were established, providing guidelines for 

various pharmacovigilance activities, with special considerations for vulnerable 

populations.(Santoro et al., 2017) Finally in 2017, the EudraVigilance Database was expanded 

to grant marketing authorization holders broader access, allowing them to fulfil their 

pharmacovigilance obligations more effectively.(Postigo et al., 2018) 

So, the Thalidomide tragedy served as a catalyst for a global transformation in 

pharmacovigilance practices. From the rise of spontaneous reporting systems and stricter pre-

marketing regulations to international collaboration and a broader definition of ADRs, these 

advancements all share the same core aim: to ensure the safety and well-being of patients by 

effectively monitoring and minimizing the risks associated with medication use. 

2.1. PROCESS OF REPORTING ADRs  

In Ireland, members of the general public who experience suspected adverse drug reactions 

(ADRs) can report these events directly to the Health Products Regulatory Authority (HPRA) 

through their online reporting service. This process begins when an individual notices an 

adverse reaction that they believe is related to a medicine they have taken. Recognizing the 

importance of documenting and sharing this information, they decide to report the incident to 

the HPRA.(O’Callaghan et al., 2018) 

 

To make a report, the individual accesses the HPRA's online reporting service and completes 

the Human Medicines Adverse Reaction Report form. This form requires specific details 

including an identifiable patient (which could be themselves or someone they are reporting on 

behalf of), a description of the suspected adverse reaction, the name and dosage of the 

suspected medicinal product, and the reporter's own contact information. This step ensures that 

all necessary data is captured to facilitate a thorough review and analysis of the 

incident.(HPRA, 2014) 
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 Following figure is the form that used to report the ADRs. 

 

Figure 2:adverse drug reaction reporting form for human medicines. (HPRA, 2014) 

Once the report is submitted, the HPRA processes the information and enters it into the national 

database. The processing includes verifying the completeness and accuracy of the data 

provided. After entering the report into the national system, the HPRA forwards anonymized 

versions of these reports to EudraVigilance, which is the European Medicines Agency's (EMA) 

database for monitoring suspected adverse reactions. In EudraVigilance, the data undergo 

further analysis to detect new safety signals that could indicate emerging risks associated with 

specific medicines.(HPRA, 2014) 

 

An essential component of this reporting process is the use of MedDRA (Medical Dictionary 

for Regulatory Activities) coding. MedDRA provides a standardized vocabulary for describing 

medical conditions and reactions, ensuring consistency and clarity across reports from different 

countries and languages. This standardization is crucial for accurate data analysis and 

comparison, allowing regulators to identify patterns and signals that might otherwise be 

missed. (Anamika Dutta, 2020) 
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In addition to forwarding reports to EudraVigilance, the HPRA also submits anonymized data 

to the Uppsala Monitoring Centre (UMC), which is the World Health Organization's (WHO) 

Collaborating Centre for International Drug Monitoring. The UMC maintains VigiBase, the 

global database of individual case safety reports (ICSRs). By integrating data from multiple 

countries, the UMC supports global pharmacovigilance efforts, helping to detect and analyze 

safety signals on an international scale.(Hugman, 2005)The anonymized data from these 

individual ADR reports are made publicly accessible for review at 

www.adrreports.eu.(EudraVigilance, 2021)  

This transparency allows healthcare professionals, researchers, and the general public to 

monitor the safety of medicines. By reporting suspected ADRs, members of the public 

contribute to a broader pharmacovigilance effort. This collective vigilance can lead to the 

identification of new safety concerns, prompting regulatory actions such as updating safety 

warnings, imposing usage restrictions, or in some cases, withdrawing a medicine from the 

market to protect public health. 

 

Following figure represents the EudraVigilance system components.   

 

Figure 3: EudraVigilance system components (EMA , 2016) 
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2.2 KEY THEMES  

2.2.1. AWARENESS AND UNDERSTANDING OF THE ADR REPORTING SYSTEM 

Studying how different countries report ADRs helps us compare and understand them better. A 

review by Hariraj and Aziz (2018) explained about the general public’s knowledge of the ADR 

reporting system and the factors influencing the confidence of general public in reporting 

adverse drug reactions. Out of 860 respondents, only 8% were aware of the Malaysian ADR 

monitoring system, indicating a significant lack of awareness. The study found that education 

level played a crucial role in awareness and confidence; respondents with higher education 

levels, such as a diploma or degree, were significantly more aware of the ADR system 

compared to those with primary or no formal education. Age was also a significant factor, with 

respondents aged 50-59 years being three times more likely to report ADRs confidently 

compared to those aged 18-29 years. Despite the overall low awareness, 60% of respondents 

expressed confidence in reporting ADRs, with the ease of completing the ADR form being the 

strongest predictor of confidence. Gender did not significantly affect awareness or confidence 

levels. The study underscores the need for ongoing public awareness programs and simplified 

reporting procedures to enhance public engagement in pharmacovigilance in Malaysia. (Hariraj 

and Aziz, 2018)  

In addition to this the general awareness about the adverse drug reaction reporting system 

among the general population in Korea is very poor, according to the study conducted by the 

Alomar et al. (2020) highlight the significant challenges faced by spontaneous reporting 

programs in the post-marketing surveillance of medicines. Although these programs are very 

important for keeping track of drug safety, there are still big problems with under reporting and 

bias. The study conducted in Korea revealed that awareness of ADR reporting systems among 

the general public was remarkably low, at only 8.3%, with television and radio being the 

primary sources of information. (So et al., 2014) Similar trends were observed in Saudi Arabia 

(AlShammari and Almoslem, 2018) and Turkey (Ergün et al., 2019) highlighting a widespread 

lack of knowledge about national pharmacovigilance programs among health professionals and 

general public. These findings underscore the necessity for targeted awareness campaigns and 

innovative strategies to enhance understanding and reporting of ADRs among both the general 

public and healthcare providers. (Alomar et al., 2020)  
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In the study, "Adverse Drug Reactions Reporting: Knowledge and Opinion of General Public 

in Penang, Malaysia," Ramadan Elkalmi et al. (2013) highlighted a significant gap in the 

general public's awareness and understanding of the Adverse Drug Reactions (ADR) reporting 

system. Despite the crucial role of ADR reporting in ensuring drug safety and public health, 

more than half of the respondents (65.6%) were unaware of the ADR centre established by the 

Ministry of Health. This lack of awareness was particularly pronounced among younger 

respondents aged 18-25 years, who constituted the majority of the study sample. Furthermore, 

while most respondents relied on medical doctors for medication and information about side 

effects, the overall knowledge about the existence and importance of ADR reporting remained 

inadequate. This underscores the need for targeted public education campaigns and enhanced 

communication strategies to improve ADR reporting rates and foster a culture of proactive 

pharmacovigilance. (Elkalmi et al., 2013) 

Similarly, a study conducted by Matos et al. (2015) investigated the attitudes and knowledge 

of the general public regarding adverse drug reaction (ADR) reporting in Portugal. The study 

involved 1084 respondents, with 948 completed surveys included for analysis. It was found 

that 44.1% of the respondents had never heard of the National Pharmacovigilance System 

(SNF), and only 53.4% were aware of the possibility to report an ADR. Younger individuals 

and those with higher education levels were significantly more likely to be aware of the SNF 

and the reporting possibilities. Specifically, respondents aged 35-54 years were more 

knowledgeable about ADR reporting possibilities and those with higher education were also 

significantly more aware. Gender did not significantly affect awareness levels. 

Only one respondent had previously reported an ADR directly to the SNF, while two had 

reported through healthcare professionals (HCPs). The preferred method for reporting ADRs 

was through HCPs (62.4%). The main reasons for consumers to report ADRs included the 

severity of reactions and personal worries about their situation  

Despite many respondents having experienced ADRs (57.6%), most did not report them due to 

perceiving the side effects as not serious enough or expected. When experiencing ADRs, 

respondents most commonly talked to their general practitioner (35.9%) or pharmacist 

(33.7%), while only 32.2% indicated they would consider making a spontaneous report. The 

study highlights the need for targeted and proactive educational interventions to increase 

consumer participation in ADR reporting in Portugal, especially focusing on simplifying 
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reporting processes and raising awareness among those with lower education levels and older 

age groups. (Matos et al., 2015) 

This critical insight directly aligns with my study’s objective to assess the current awareness 

levels among Dublin residents. Identifying similar trends in Dublin is essential for developing 

targeted strategies to enhance public knowledge and participation in the ADR reporting system. 

By addressing the gap in awareness, my study aims to formulate effective methods to increase 

engagement and improve the effectiveness of ADR reporting, thereby enhancing drug safety 

monitoring and patient safety outcomes in Dublin. 

2.2.2. BARRIERS TO ADR REPORTING 

Understanding the barriers to Adverse Drug Reaction (ADR) reporting is crucial for improving 

pharmacovigilance systems globally, including in Dublin. Similar challenges have been 

observed in various countries, such as Malaysia, where Mohammad et al. (2018) identified 

several significant barriers despite the existence of a spontaneous ADR reporting system. The 

study found that a large portion of the general public lacked adequate knowledge about ADRs 

and the reporting process. Specifically, 83% of respondents were unaware of the ADR reporting 

centre in Malaysia, and 86% did not know the reporting procedure. This lack of awareness 

significantly hindered ADR reporting, as most participants (87.4%) cited inadequate 

knowledge regarding drugs and their side effects as a primary barrier. Moreover, the absence 

of an online reporting process and insufficient advertisement and motivation were additional 

significant obstacles, reported by 75% and 78% of participants, respectively. The study 

underscores the need for public education and streamlined reporting mechanisms to improve 

ADR reporting rates. (Mohammad et al., 2018) 

Khan, Karatas, and Rahman (2020) identified several significant barriers despite having a 

WHO-standard pharmacovigilance framework in Turkey. A key barrier is the lack of awareness 

and knowledge among healthcare professionals (HCPs) about the ADR reporting process. This 

issue is exacerbated by inconsistent implementation of pharmacovigilance education in 

medical and pharmacy curriculum. Without proper education and training, HCPs are often 

unaware of the reporting mechanisms, the importance of their participation, and the existence 

of regulatory bodies like the Turkish Pharmacovigilance Centre (TUFAM). 

Additionally, the fear of legal repercussions is a significant deterrent, with HCPs concerned 

about professional liability and potential consequences of reporting ADRs. Cultural factors 

further inhibit reporting, as there can be a stigma associated with admitting medical errors. 
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Administrative and logistical challenges, such as complex and time-consuming reporting 

procedures, also contribute to underreporting. The limited number of trained 

pharmacovigilance contact persons (PCPs) and supportive staff in healthcare institutions adds 

to these difficulties, along with sporadic follow-up on PCP activities by TUFAM. These barriers 

highlight the need for streamlined reporting processes, enhanced educational efforts, and robust 

support infrastructure to improve ADR reporting. Addressing these issues can provide valuable 

insights for improving public awareness and utilization of ADR reporting systems among 

residents of Dublin, ultimately enhancing patient safety and healthcare quality. (Khan et al., 

2020)  

Similarly, Pulford and Malcolm (2010) investigated knowledge and attitudes toward ADR 

reporting among healthcare professionals in Ayrshire and Arran. They found that while the 

majority of respondents recognized their professional responsibility to report ADRs, less than 

50% had good knowledge of the Yellow Card system. This lack of awareness was compounded 

by insufficient training on ADR reporting, with 64% of respondents never having received any 

training on the topic. Misunderstandings about the Yellow Card system's functions, such as its 

role in identifying "safe" medicines and calculating the incidence of ADRs, further highlighted 

gaps in knowledge. Despite positive attitudes toward reporting and a sense of professional 

obligation, barriers such as uncertainty about making ADR diagnoses and the complexity of 

the reporting process persisted. Addressing these barriers requires comprehensive training 

programs, simplified reporting procedures, and enhanced support systems to ensure HCPs are 

well-informed and confident in their reporting capabilities. These findings underscore the 

importance of targeted educational interventions and streamlined processes to overcome 

barriers to ADR reporting, thereby improving pharmacovigilance efforts in Dublin and beyond 

(Pulford and Malcolm, 2010). 

The study by Hariraj and Aziz (2018) in Malaysia sheds light on the barriers to reporting 

Adverse Drug Reactions (ADRs) among the public, highlighting critical factors that hinder 

effective pharmacovigilance. Despite Malaysia's incorporation of patient reporting into its 

pharmacovigilance system, the research revealed a stark lack of awareness among respondents, 

with only 8% aware of the national ADR monitoring system. This low awareness underscores 

a fundamental barrier: inadequate knowledge about where and how to report ADRs. Moreover, 

the study identified the complexity of the ADR reporting process itself as a significant obstacle. 

Specifically, only 36% of respondents found the current ADR reporting form easy to complete, 

suggesting that cumbersome procedures deter potential reporters. 
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Education also emerged as a key determinant of confidence in reporting ADRs. Respondents 

with higher education levels were notably more confident in their reporting capabilities 

compared to those with primary or no formal education. This disparity underscores the need 

for targeted educational initiatives aimed at enhancing public awareness and understanding of 

ADRs and the reporting process. Additionally, the study highlighted logistical challenges, such 

as limited access to reporting forms and preferences for easier reporting methods like online 

platforms. 

Overall, the findings emphasize the necessity of streamlining reporting procedures, improving 

public education, and enhancing accessibility to reporting tools to overcome barriers to ADR 

reporting in Malaysia. Addressing these challenges could potentially enhance patient safety and 

contribute to more robust pharmacovigilance practices nationally (Hariraj and Aziz, 2018). 

The study by Valinciute-Jankauskiene and Kubiliene (2021) in Lithuania provides valuable 

insights into the barriers encountered by patients in reporting Adverse Drug Reactions (ADRs). 

The findings highlight several critical themes that hinder effective pharmacovigilance. One 

prominent barrier identified is the lack of time during consultations with physicians and 

pharmacists, which restricts discussions on ADRs. Participants expressed frustration over 

rushed consultations and perceived disinterest from healthcare providers in discussing ADRs, 

citing heavy workloads and minimal motivation among professionals, particularly in smaller 

cities. This lack of engagement contributes to low reporting rates as patients feel discouraged 

from raising ADR concerns. Additionally, participants pointed out deficiencies in healthcare 

professionals' knowledge about ADRs and the reporting process, underscoring the need for 

continuous education and training. The study also revealed a fragmented reporting system 

across different specialties, complicating the coordination and integration of ADR reports. 

Overall, these findings emphasize the systemic challenges in communication and education 

within healthcare settings that impede patient engagement in ADR reporting in Lithuania. 

Addressing these barriers is crucial for enhancing pharmacovigilance efforts and improving 

patient safety outcomes nationally (Valinciute-Jankauskiene and Kubiliene, 2021). 

In addition to this the study conducted by Kim et al. (2020) in South Korea provides valuable 

insights into the barriers affecting consumer engagement in spontaneous reporting (SR) of 

adverse drug reactions (ADRs). Despite a positive attitude towards the necessity of SR among 

respondents, the study revealed several significant barriers hindering effective ADR reporting. 

A striking finding was the low awareness of the SR system, with less than 15% of respondents 
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familiar with its existence. This lack of awareness is compounded by the limited actual 

experience of SR among consumers, with only 3.4% having reported ADRs directly. The study 

identified inadequate knowledge about ADRs and the reporting process as substantial barriers, 

reflected in the low self-efficacy reported by respondents in filling out reporting forms. 

Moreover, the reluctance or lack of encouragement from healthcare professionals (HCPs), as 

well as time constraints during consultations, emerged as critical factors discouraging 

consumers from reporting ADRs. Despite recognizing the benefits of SR in improving drug 

safety and healthcare services, many respondents cited barriers related to their personal beliefs, 

such as concerns over privacy breaches and a perceived lack of personal benefit from reporting. 

These findings underscore the need for targeted educational initiatives to enhance consumer 

awareness about ADRs and the SR system, coupled with efforts to streamline reporting 

procedures and increase HCP involvement in encouraging patient reporting. Addressing these 

barriers is essential for promoting a proactive approach to pharmacovigilance among 

consumers in South Korea, thereby contributing to a safer medication environment and 

improved patient outcomes. (Kim et al., 2020) 

These points are directly related to my objectives to understand and avoid the barriers 

preventing effective use of Adverse drug reaction reporting system and to improve educational 

campaigns to enhance the system utilization and public involvement and the need for enhancing 

the user friendliness of the ADR reporting system. Addressing these barriers through 

streamlined processes and strong educational activities can lead to more effective drug safety 

monitoring and improved public health outcomes in Dublin. 

2.2.3. EFFECTIVENESS OF EDUCATIONAL CAMPAIGNS 

Results of different scholarly articles related to this topic pointed towards the importance of 

educational campaigns. Educational campaigns are pivotal in enhancing the effectiveness of 

adverse drug reaction reporting system. Certain studies highlighted that there is a significant 

improvement in the patient engagement and adverse drug reaction reporting rates through such 

campaigns that are continuously implemented and tailored to different knowledge levels. the 

study by Adisa et al. (2019) provides compelling evidence on the necessity and potential 

effectiveness of educational campaigns for improving adverse drug reaction (ADR) reporting 

among the general public in Nigeria. The investigation revealed that a mere 4.1% of patients 

were aware of pharmacovigilance, despite 81.0% correctly understanding what constitutes a 

serious ADR. This significant gap between knowledge of ADRs and awareness of reporting 

systems underscores the urgent need for educational interventions. 
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Patients’ educational qualification significantly influenced their tendency to report experienced 

ADRs, highlighting that higher education levels correlate with better reporting practices. This 

suggests that educational campaigns tailored to different literacy levels could enhance public 

engagement in pharmacovigilance. Furthermore, the study identified preferred methods for 

ADR reporting, with text messaging (27.2%) and filling ADR report forms (24.4%) being top 

choices. These findings indicate the potential for leveraging technology in educational 

strategies to facilitate easier and more accessible reporting methods. 

The role of healthcare providers, particularly physicians and pharmacists, was emphasized as 

crucial in educating patients about ADRs. Most patients (94.6%) reported ADRs to their 

physicians, reflecting the trust and reliance on healthcare professionals for guidance. This 

suggests that incorporating ADR education into routine consultations and enhancing the 

counselling roles of healthcare providers can significantly improve ADR reporting rates. The 

study also indicated that patients who had previously experienced ADRs and received 

appropriate counselling were more likely to report these incidents, demonstrating the 

effectiveness of direct patient education. 

Additionally, the study pointed out that less than 4% of patients were aware of the SMS short 

code for ADR reporting, a gap that educational campaigns could bridge. Continuous 

enlightenment and extensive dissemination of pharmacovigilance initiatives, like the 

PRASCOR initiative, are advocated to improve public awareness and reporting rates. The 

findings support the idea that a well-structured, multi-faceted educational campaign, including 

media outreach, social media engagement, and direct patient education by healthcare providers, 

could significantly enhance the effectiveness of ADR reporting systems. By improving public 

knowledge and engagement, such campaigns could ultimately reduce the morbidity and 

mortality associated with ADRs, highlighting the essential role of education in public health 

initiatives. (Adisa et al., 2019) 

In addition to this the study by Li et al. (2019) examines the impact of the black triangle scheme 

and an associated online educational campaign on the quantity and quality of adverse drug 

reaction (ADR) reports in Australia. Despite the scheme's introduction in January 2018 to 

address the under-reporting of ADRs, the campaign's effectiveness was mixed. The study 

utilized an interrupted time series analysis with segmented regression to compare ADR reports 

pre- and post-intervention, revealing a marginal monthly increase of 0.41 reports per medicine 

(95%CI, 0.02–0.80, p = 0.039). The quality of ADR reports also improved, with a higher 
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proportion of high-quality reports for black triangle medicines (22.2%) compared to 2017 

medicines (7.6%, p < 0.001). However, the overall quantity of reports did not show a significant 

increase. The educational campaign, which included social media and online advertisements, 

successfully raised awareness, as evidenced by increased visits to the Therapeutic Goods 

Administration's black triangle scheme webpage. Nonetheless, the study highlights the need 

for additional strategies to further enhance both the quantity and quality of ADR reporting. 

These findings suggest that while educational campaigns can improve awareness and report 

quality, further efforts are needed to significantly boost reporting rates among the general 

public and healthcare professionals. (Li et al., 2020) 

Moreover, the effectiveness of educational campaigns aimed at increasing public awareness of 

adverse drug reaction (ADR) reporting is critical for enhancing pharmacovigilance systems 

such as the UK's Yellow Card Scheme (YCS). According to Fortnum et al. (2011), public 

awareness of the YCS remains low, with only 8.5% of the surveyed population having heard 

of the scheme, and a mere three individuals having used it to report ADRs. Despite publicity 

campaigns in 2005 and 2007, which included media advertisements and distribution of 

promotional materials in community pharmacies, the impact on public knowledge and 

engagement was minimal. The study highlights the need for a more effective dissemination 

strategy to raise awareness about the YCS, emphasizing that using multiple media channels, 

including television, radio, and online platforms, may improve visibility and participation. 

Additionally, the research suggests tailoring educational campaigns to address different 

demographic preferences for reporting methods such as online reporting for younger, educated 

individuals and telephone or postal reporting for older or less educated populations to enhance 

the scheme's overall effectiveness. Increasing public awareness through targeted educational 

campaigns is essential for improving the volume and timeliness of ADR reports, thus 

strengthening the pharmacovigilance system. (Fortnum et al., 2012) 

The study by Aldeyab et al. (2016) evaluated the impact of a targeted public health campaign 

in Scotland, conducted from January to February 2011, focusing on patient reporting of ADRs 

via the Yellow Card (YC) Scheme, particularly emphasizing herbal remedies. Despite the 

campaign's specific objectives and promotional efforts through community pharmacies, the 

results indicated no statistically significant increase in ADR reporting rates among patients, 

pharmacists, or general practitioners. This finding underscores the challenges in effectively 

engaging and educating the public on the importance of ADR reporting, potentially influenced 

by factors such as adverse weather conditions during the campaign period and the narrow scope 
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of the campaign's messaging. Moving forward, there is a clear need for future campaigns to 

adopt broader thematic approaches, consider optimal timing, and integrate qualitative 

assessments to better understand barriers and attitudes towards ADR reporting among both the 

public and healthcare professionals. Continuous refinement and evaluation of educational 

strategies are essential to enhance the effectiveness of pharmacovigilance initiatives and 

improve patient safety in healthcare settings. (Aldeyab et al., 2016) 

The study by Thadani et al. (2019) conducted at a tertiary care hospital in northern India offers 

valuable insights into the awareness and reporting practices of patients regarding adverse drug 

reactions (ADRs). Despite the Pharmacovigilance Program of India (PvPI) emphasizing patient 

reporting since its inception, Thadani et al. highlight significant gaps in knowledge and 

reporting behaviours among patients. The findings indicate that while a substantial proportion 

of respondents were aware of the possibility of ADRs (74.4%), fewer recognized the urgency 

of reporting them (51.7%). Moreover, the study underscores that patients predominantly rely 

on healthcare providers for information on ADRs rather than seeking it proactively, suggesting 

a critical role for educational initiatives in bridging this gap. The authors suggest that targeted 

educational campaigns, similar to those implemented successfully in other countries, could 

potentially enhance public awareness and encourage more proactive reporting behaviours. 

Such campaigns, if strategically designed to address patient-specific concerns and delivered 

through accessible channels like community health centres and media platforms, have the 

potential to improve pharmacovigilance outcomes and contribute to safer medication practices 

within the community. However, to achieve sustainable impact, these efforts must be 

accompanied by ongoing evaluation and adaptation to local contexts and healthcare dynamics. 

(Thadani et al., 2019) 

The study by Anderson et al. (2011) provides valuable insights into the effectiveness of 

educational campaigns aimed at enhancing adverse drug reaction (ADR) reporting among the 

general public, specifically through the UK Yellow Card Scheme. Their findings highlight the 

pivotal role of educational initiatives in facilitating public engagement with pharmacovigilance 

efforts. They emphasize that while the Yellow Card Scheme has been operational for decades, 

its successful integration of patient reporting required targeted educational efforts. Through 

usability testing involving 40 participants across different reporting methods (paper, internet, 

telephone), Anderson et al. identified critical areas for improvement, such as enhancing 

accessibility, clarity of reporting procedures, and usability of online platforms. Their study 

underscores the importance of clear communication and user-friendly interfaces in fostering 
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public participation in ADR reporting systems. Effective educational campaigns, as evidenced 

by their recommendations for the Yellow Card Scheme, should focus on simplifying processes, 

improving accessibility, and ensuring that users feel empowered and supported in reporting 

ADRs accurately and promptly. This research contributes to the broader understanding of how 

educational campaigns can optimize public health surveillance systems by encouraging active 

participation and improving data quality in pharmacovigilance. (Anderson et al., 2012) 

In conclusion, these bites of knowledge collectively back the points of my objectives to 

enhance the effectiveness of educational campaigns targeting the general public, ongoing 

refinement and adaptation to local contexts are essential. Addressing barriers such as 

knowledge gaps and technological accessibility through clear communication and simplified 

reporting processes can empower individuals to participate actively in ADR reporting. By 

improving public engagement, these campaigns contribute significantly to safer medication 

practices and better patient outcomes globally. 

2.2.4. EFFECTIVENESS OF ADR REPORTING SYSTEM 

Adverse Drug Reaction (ADR) reporting systems are crucial for pharmacovigilance, aiming to 

enhance drug safety by collecting data on adverse reactions from drug users. The effectiveness 

of these systems depends on various factors, including the participation of healthcare 

professionals and patients, the quality of reports, and public awareness. This literature review 

synthesizes findings from the study by Srba, Descikova, and Vlcek's (2012) critically evaluates 

the effectiveness of spontaneous ADR reporting systems across 26 European countries from 

2007 to 2009. The study highlights the Population-Based Reporting Ratio (PBRR) as a reliable 

measure of reporting activity, with data revealing significant variations in ADR reporting rates 

among countries. The researchers found a general trend toward increased reporting, facilitated 

by regional centres and proactive strategies to encourage reporting. Despite the challenges such 

as under-reporting due to lack of time, education, and financial incentives, countries with 

higher PBRR values demonstrated more robust reporting systems. Key strategies that enhanced 

the effectiveness of these systems included effective communication, public and media 

engagement, and educational initiatives targeting healthcare professionals. The study 

underscores the importance of national regulatory authorities' attitudes and regional support in 

boosting ADR reporting, suggesting that cooperative efforts at local and national levels are 

crucial for improving pharmacovigilance. These findings contribute to understanding how 

structured and supportive environments can significantly enhance the effectiveness of ADR 

reporting systems, thereby ensuring better drug safety monitoring. (Srba et al., 2012) 
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Similarly, Jarernsiripornkul et. al (2016) provides significant insights into the effectiveness of 

ADR reporting systems, particularly in the context of patient involvement in Thailand. Their 

research indicates that while the potential for patient reporting to enhance pharmacovigilance 

is recognized, its effectiveness is hampered by low public awareness and confidence. The study 

found that patients who are better educated, experienced severe ADRs, or consulted with 

healthcare professionals exhibited higher confidence in reporting, suggesting that targeted 

educational efforts could enhance the system's effectiveness. Furthermore, the preference for 

diverse reporting methods such as internet, email, and telephone highlight the need for a multi-

channel approach to facilitate easier access and encourage reporting. These findings emphasize 

that improving the public's awareness and confidence through education and promoting 

multiple reporting avenues is crucial for maximizing the effectiveness of ADR reporting 

systems in Thailand. (Jarernsiripornkul et al., 2017) 

Building on previous discussions, Pahuja et al. (2014) conducted a significant cross-sectional 

survey to assess consumer awareness and perceptions regarding adverse drug reaction (ADR) 

reporting systems in India, particularly among patients at the All-India Institute of Medical 

Sciences, New Delhi. Out of 1000 distributed questionnaires, 770 were completed, yielding a 

response rate of 77%. The demographic profile of respondents indicated a mean age of 42.6 

years, with a slight female majority (57.8%). Educational backgrounds and employment 

statuses varied among participants. (Pahuja et al., 2014) 

The survey findings showed that while 74% of respondents were aware of ADRs, only 29.4% 

had experienced one, and a mere 8.9% had contemplated reporting it. Nonetheless, 40.6% 

recognized the importance of ADR reporting. The majority (73.2%) believed that doctors 

should handle ADR reporting. Awareness of the National Pharmacovigilance Program was 

notably low at just 4%, suggesting a critical need for public education. Positively, 78.5% of 

respondents felt that consumers should be involved in ADR reporting, and 86% were willing 

to report ADRs if provided with convenient methods. Online reporting was preferred by 53.8% 

of respondents, followed by drop-boxes in hospitals, preferred by 37%. (Pahuja et al., 2014) 

The study concluded that consumer awareness of ADR reporting is currently insufficient but 

can be significantly improved through targeted educational interventions in hospitals, clinics, 

and social media. These initiatives could foster a culture of ADR reporting in India, enhancing 

the pharmacovigilance system and ultimately improving drug safety practices. The findings 

underscore the effectiveness of a robust ADR reporting system, which relies on comprehensive 
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strategies to educate and empower consumers, thereby creating a more inclusive and effective 

approach to pharmacovigilance. (Pahuja et al., 2014) 

Several Studies highlight that an accessible and user-friendly reporting system encourages 

patient engagement by fostering a sense of empowerment and responsibility in reporting 

adverse drug reactions (ADRs). The article by Yamamoto et al. (2015) emphasizes that patients' 

views and experiences in online reporting systems contribute significantly to 

pharmacovigilance. It is evident that enhancing patient engagement in ADR reporting can lead 

to improved detection and monitoring of adverse events, thereby facilitating timely regulatory 

interventions and improving medication safety. Moreover, strategies such as simplifying the 

reporting process, providing clear guidelines, and raising awareness among healthcare 

providers and patients are crucial for overcoming barriers to effective ADR reporting. 

Ultimately, by strengthening the ADR reporting system through these measures, healthcare 

systems can better safeguard patient health and optimize the overall therapeutic landscape. 

(Yamamoto et al., 2015) 

Based on the findings of the study by El-Dahiyat et al. (2023), the effectiveness of the ADR 

reporting system in Jordan reveals both strengths and areas needing improvement. The study 

indicates that while there is fair knowledge among Jordanian participants regarding ADRs and 

their reporting, actual reporting to the Jordan National Pharmacovigilance Centre (JNPC) 

remains low, with only 8.1% of those experiencing ADRs reporting directly to the JNPC. This 

highlights a gap in the effectiveness of the current reporting system in capturing patient-

reported ADRs. The majority of participants expressed awareness of ADRs and believed in the 

responsibility of both healthcare providers (93.4%) and consumers (80.3%) in reporting ADRs, 

yet misconceptions persist regarding the ability of consumers to directly report to the JNPC. 

Educational initiatives and intervention programs are therefore crucial to enhance public 

awareness about the reporting process and the role of the JNPC, potentially bridging this gap. 

Strengthening patient engagement through targeted educational campaigns, simplifying 

reporting procedures, and ensuring broader dissemination of information could significantly 

improve the effectiveness of the ADR reporting system in Jordan, thereby enhancing patient 

safety and contributing to more robust pharmacovigilance efforts. (El-Dahiyat et al., 2023) 

Collectively, these findings underscore the importance of tailored educational interventions, 

streamlined reporting processes, and supportive regulatory frameworks in optimizing ADR 

reporting systems globally including Dublin. By addressing these facets comprehensively, 
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healthcare systems can enhance pharmacovigilance efforts, improve drug safety practices, and 

ultimately safeguard patient health on a broader scale. Future research and policy initiatives 

should continue to prioritize these areas to foster a more inclusive and effective approach to 

ADR monitoring and reporting. 

2.3. GAPS 

Despite extensive research on pharmacovigilance and adverse drug reactions (ADRs), several 

gaps remain. Firstly, there is a limited understanding of public awareness regarding ADR 

reporting systems, especially among diverse population groups. Studies have indicated a 

general lack of knowledge and awareness about how and when to report ADRs among the 

public, highlighting the need for more targeted educational campaigns (Fortnum et al. 2012; 

Thadani et al. 2019). Factors such as the complexity of the reporting process, lack of feedback 

from regulatory authorities, and doubts about the impact of their reports are significant 

deterrents that need further exploration (Hariraj and Aziz 2018; Pahuja et al. 2014)(chapter 2 

intro). Additionally, while healthcare professionals play a critical role in pharmacovigilance, 

there is a notable gap in their training and knowledge regarding the latest reporting guidelines 

and systems, as highlighted by O’Callaghan et al. (2018)Finally, existing studies predominantly 

focus on developed countries, leaving a significant gap in understanding ADR reporting 

practices and challenges in developing regions (Srba et al. 2012; So et al. 2014). Addressing 

these gaps is essential to enhance the effectiveness of ADR reporting systems globally and 

ensure better patient safety. 

2.4. CONCLUSION 

In conclusion, the synthesis of findings from various studies underscores significant challenges 

and barriers to effective Adverse Drug Reaction (ADR) reporting systems globally. Common 

themes such as low public awareness, inadequate education among healthcare professionals 

and general public, and cumbersome reporting procedures hinder the timely and 

comprehensive monitoring of drug safety, posing risks to public health. 

Addressing these challenges through targeted educational campaigns, simplified reporting 

processes, and enhanced healthcare provider engagement is essential. Educational initiatives 

tailored to different literacy levels and preferred reporting methods have shown promise in 

improving reporting rates and the quality of ADR reports. However, achieving uniform 

reporting across diverse regions and demographics remains a persistent challenge that requires 

ongoing refinement and adaptation of strategies. 
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Furthermore, integrating ADR education into routine clinical practice can empower patients to 

actively participate in reporting, thereby enhancing the effectiveness of pharmacovigilance 

efforts. Sustained efforts to improve awareness, knowledge, and accessibility to reporting tools 

are crucial for fostering a culture of proactive pharmacovigilance. 

Ultimately, by addressing these aspects comprehensively and fostering supportive regulatory 

environments, healthcare systems can promote safer medication practices, improve patient 

outcomes, and strengthen pharmacovigilance efforts both in Dublin and globally. This holistic 

approach aims to create a safer medication environment and contribute to better health 

outcomes for all individuals. 

 

CHAPTER 3 

RESEARCH METHODOLOGY 

3.0. INTRODUCTION 

This chapter outlines the research methodology employed to examine the knowledge and 

utilization of the Adverse Drug Reaction (ADR) reporting system among Dublin residents. The 

study adopts a positivist philosophical approach, emphasizing objective measurement and 

statistical analysis to derive credible and actionable insights. In this section I includes a detailed 

explanation of the primary research strategy, data collection methods, participant selection 

criteria, ethical considerations, and data analysis plan. This structured approach ensures the 

accuracy, consistency, and applicability of the findings, which are essential for informing 

policy decisions and improving public health initiatives related to drug safety monitoring. 
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Figure 4: Research Onion (Saunders, 2019). 

  

3.1. CONCEPTUAL FRAMEWORK  

This study aims to evaluate the knowledge, utilization, and barriers related to the Adverse Drug 

Reaction (ADR) reporting system among Dublin residents, with the goal of identifying gaps 

and proposing improvements. The conceptual framework incorporates several key components 

to address the study’s objectives. Firstly, it assesses the level of awareness among Dublin 

residents about the ADR reporting system, including their understanding of its importance in 

drug safety. This involves evaluating how well residents know about the existence and purpose 

of the ADR system. Secondly, the framework examines the utilization of the ADR system by 

analyzing the frequency of ADR occurrences, actual reporting behavior, and the channels used 

for reporting. Thirdly, it identifies the main barriers that deter residents from using the ADR 

reporting system, which can be personal (lack of knowledge or misconceptions), systemic 

(complexity of the reporting process), or perceived (belief that reporting won’t lead to action). 

 

Additionally, the framework evaluates the effectiveness of existing educational campaigns and 

tools aimed at increasing public knowledge and utilization of the ADR reporting system. This 

involves analyzing how well these initiatives have informed residents and encouraged them to 

report ADRs. The role of healthcare professionals is also investigated, focusing on how their 

practices, attitudes, and recommendations influence residents’ reporting behavior. The 

regulatory environment is assessed by examining residents’ knowledge of EU regulations and 

HPRA guidelines on pharmacovigilance, as well as their perceptions of the effectiveness of 
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these regulatory bodies in managing drug safety. Furthermore, the framework explores how 

various demographic factors (such as age, gender, socioeconomic status, educational level, and 

residency duration in Dublin) influence residents’ knowledge, utilization, and barriers to ADR 

reporting. 

 

Finally, based on the analysis of these components, the framework aims to provide actionable 

recommendations to enhance the user-friendliness of the ADR reporting system, making it 

more accessible and efficient for residents. By systematically exploring these dimensions, the 

study seeks to contribute to the development of more effective pharmacovigilance practices in 

Dublin, ultimately improving drug safety monitoring and public health outcomes. 

 

Figure 5: Conceptual Framework (created by author) 



40 

 

3.2 RESEARCH PHILOSOPHY  

Research philosophy encompasses the beliefs and assumptions that underpin how knowledge 

is created and understood in a given field. It guides the choice of methods and approaches used 

in research. Key paradigms within research philosophy include positivism, which emphasizes 

objective measurement and scientific methods; interpretivism, which focuses on the subjective 

understanding of social phenomena; critical realism, which acknowledges the reality of both 

objective facts and subjective interpretations; and pragmatism, which prioritizes practical 

outcomes and blends various methods as needed. Understanding these philosophies is essential 

for researchers to ensure that their methodologies align with their worldview, promoting 

coherence and rigor in their investigations. (Saunders et al., 2019) 

The research philosophy of this study is rooted in positivism, which posits that phenomena are 

constant and can be observed and understood objectively without bias. This approach is 

particularly suitable for examining ADR reporting systems in Dublin for several reasons. 

Firstly, the aim of objective measurement aligns with positivism, allowing for the accurate 

quantification of Dublin residents' knowledge and utilization of the ADR system. Secondly, 

positivism emphasizes the importance of conducting statistical analysis and extrapolating 

results to larger samples, which is crucial for identifying trends and understanding obstacles to 

ADR reporting. Finally, making informed decisions about policies and public health relies on 

credible evidence, necessitating a scientific approach that depends on observable and 

measurable data. By emphasizing accuracy, consistency, and applicability to varying scenarios, 

this positivist methodology will uncover useful information to improve ADR reporting 

systems. 

3.2.1. RESEARCH ONION  

PHYLOSOPHY: POSITIVISM  

Positivism is suitable as it focuses on objective measurement and the use of scientific methods 

to understand phenomena without bias. This aligns with the goal of accurately quantifying 

Dublin residents' knowledge and utilization of the ADR system. 

APPROACH: DEDUCTIVE 

A deductive approach allows the study to test hypotheses derived from existing theories 

regarding ADR reporting. It involves developing a theory-based hypothesis and designing a 

research strategy to test it through empirical observations and statistical analysis.  
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STRATEGY: SURVEY  

Surveys are effective for collecting quantifiable data from a large population, which is essential 

for the statistical analysis required in a positivist study. This strategy enables the collection of 

data on residents' knowledge and utilization of the ADR system. 

CHOICES: MONO QUANTITATIVE APPROACH 

The study adopts a mono quantitative approach, relying solely on numerical data to conduct 

statistical analysis and identify trends. This method is appropriate for objective measurement 

and allows for the extrapolation of results to a broader population. 

TIME HORIZON: CROSS SECTIONAL  

A cross-sectional time horizon is suitable as it involves collecting data at a single point in time. 

This approach is ideal for understanding the current state of ADR reporting and identifying 

existing obstacles. 

TECHNIQUES AND PROCEDURES: DATA COLLECTION, DATA ANALYSIS 

Data Collection: Structured questionnaires or online surveys distributed to Dublin residents. 

Data Analysis: Statistical techniques such as descriptive statistics and inferential statistics to 

identify trends and obstacles in ADR reporting. 

   

 

Figure 6: research philosophy of the study using research onion (created by author using data from (Saunders et al., 2019). 

MONO 

QUANTITA

TIVE 
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3.3 STUDY PARTICIPANTS  

 For my study on evaluating the Adverse Drug Reaction (ADR) reporting system among Dublin 

residents, the participant selection criteria have been meticulously designed to ensure a diverse 

and representative sample. I have chosen to use a stratified random sampling approach, 

dividing the population into groups based on age, gender, and financial status. This method 

aims to ensure that the findings are relevant across a broad spectrum of individuals within 

Dublin. 

To efficiently reach a wide audience, I am distributing my survey online through platforms 

such as social media, community forums, and healthcare networks. Additionally, I am 

collaborating with healthcare professionals to promote survey participation, aiming to engage 

various demographic groups effectively. 

The inclusion criteria specify that participants must be adults aged 18 and above who have 

lived in Dublin for at least six months and can communicate proficiently in English. I am 

focusing on individuals who have used prescribed or over-the-counter medications in the past 

year to maintain relevance to my study’s objectives regarding ADR reporting. 

Conversely, the exclusion criteria ensure that non-residents, minors, individuals with language 

barriers, those not currently using medications, and individuals with cognitive impairments that 

may affect their participation are excluded from the study. These criteria are crucial for 

maintaining the integrity and reliability of my data collection process. 

In summary, the participant selection criteria and methodology I have chosen are intended to 

provide comprehensive insights into ADR reporting behaviors among Dublin residents. This 

data will contribute valuable insights to improving pharmacovigilance practices and enhancing 

drug safety within this community.   

3.4 SAMPLE SIZE CALCULATION  

The sample size required to conduct the study was estimated using the following formula for 

sample size calculation in a finite population: 

(survey monkey, 2024) 



43 

 

According to the census of population 2022- summary results Dublin released on 30 th May 

2023 population size is estimated to be 718200.(CSO-central statistics office, 2023) The 

confidence interval was 90% with a margin of error of 7% as the study duration was very short 

period of time. The estimated number of the study participants was 139. 

n is the sample size. 

N is the population size. 

Z is the Z-value (the number of standard deviations from the mean corresponding to the desired 

confidence level; for a 90% confidence level, 𝑍=1.645 

p is the estimated proportion of the population that has the attribute of interest (if unknown, 

typically set to 0.5 for maximum variability). 

E is the margin of error (7%, or 0.07). 

3.5 DATA COLLECTION  

The data for this study will be collected using a self-administered questionnaire, targeting 

residents of Dublin. The questionnaire, meticulously designed based on an extensive review of 

relevant literature, will be divided into five distinct parts to ensure comprehensive coverage of 

the research objectives.  

Part 1 will gather essential demographic information including age, gender, education level, 

occupation, and residency status in Dublin for the past six months. It will also inquire about 

the participants' use of medications in the past year. 

 Part 2 will assess the participants' knowledge of the Adverse Drug Reaction (ADR) reporting 

system through a series of multiple-choice and true/false questions, probing their awareness 

and understanding of pharmacovigilance.  

Part 3 will measure the awareness and utilization of the ADR reporting system, using a 

combination of closed-ended and Likert scale questions to capture the participants' attitudes 

and behaviors. 

 Part 4 will identify barriers to ADR reporting, such as lack of knowledge and perceived 

complexity, through detailed Likert scale questions.  

Finally, Part 5 will feature open-ended questions to collect suggestions for improving the ADR 

reporting system, allowing participants to provide in-depth feedback and recommendations.  
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The survey was conducted using Google Forms, chosen for its accessibility and user-friendly 

interface. Prior to launching the full survey, the questionnaire was reviewed by a few 

experienced individuals to ensure clarity and relevance, with their feedback incorporated into 

the final version. A pilot study was conducted to test the questionnaire's effectiveness and make 

any necessary adjustments. Following the receipt of ethics approval, the main survey 

commenced on 17/7/2024. The survey link was distributed widely among Dublin residents 

through various digital platforms, including WhatsApp, LinkedIn, Instagram, and email. 

Residents were encouraged to further share the survey within their communities, amplifying 

its reach. Additionally, specific individuals were identified and contacted through LinkedIn to 

request their participation. To maximize response rates, a reminder was sent out to all contacts 

shortly before the survey's closure. The survey concluded on 01/08/2024 

3.6 ETHICAL IMPLICATIONS  

The study adhered to all ethical guidelines to ensure the protection and confidentiality of 

participants. The survey began with an introductory section that provided participants with 

detailed background information on the study's purpose and scope. This section also included 

two parts to obtain voluntary participation and informed consent, ensuring that participants 

were fully aware of their involvement and its implications. The survey collected demographic 

information such as age, gender, education level, occupation, and residency status in Dublin 

for the past six months. While personal information was gathered, it was done so in a manner 

that posed no ethical concerns, as participants were assured that their data would remain 

confidential and would be used solely for research purposes. 

The Google Form used for the survey was designed to accept only one response per email 

address, preventing duplicate submissions and maintaining the integrity of the data. Before the 

actual commencement of the survey, the questionnaire was reviewed and refined based on 

feedback from experienced individuals, followed by a pilot study to test its effectiveness. The 

ethics approval process was diligently followed, with the necessary approval secured before 

primary data collection began. 

By following these procedures, the study ensured compliance with all ethical standards, 

protecting participants' rights and privacy throughout the research process. 

3.6 DATA VISUALIZATION AND DATA ANALYSIS  

The data collected through the questionnaire was visualized using automated features in 

Google Forms, which generated pie charts and bar diagrams based on the numerical data and 
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percentages derived from the responses. This data was then exported to an Excel sheet for 

further analysis and visualization. 

Part 1 aimed to collecting demographic information in the survey serves to identify which 

groups are more knowledgeable and active in ADR reporting, guiding targeted educational 

efforts. Age distribution helps tailor outreach to less informed age groups. Gender analysis 

reveals differences in participation rates, informing gender-specific strategies. Education level 

insights ensure that educational interventions reach all backgrounds effectively. Assessing 

occupations, especially differentiating healthcare professionals from others, aids in creating 

focused training programs. Medication usage and residence data gauge familiarity with local 

healthcare systems, directing improvements in specific areas. Overall, this demographic 

analysis helps develop targeted interventions to enhance pharmacovigilance practices across 

diverse population segments. 

In part 2 the knowledge assessment measured understanding through a fixed set of 11 questions. 

Each question awarded 1 point for a correct answer and 0 points for an incorrect answer. This 

resulted in a total score ranging from 0 to 11. Participants were then grouped into three 

categories based on their achievement: 

• Poor Knowledge: This category included those who scored 6 and lower than 6. 

• Moderate Knowledge: This category included those who scored between 7 and 9. 

• Good Knowledge: This category included those who scored above 9. 

Part 3 assessed participants attitude towards ADR reporting using three questions. The scoring 

system varied based on the question's framing. For the first question about the importance of 

reporting for patient safety, a score of 3 indicated strong agreement, while 1 indicated 

disagreement. The second question, negatively phrased, evaluated the belief that only specific 

professionals should report. Here, 3 indicated disagreement with this limited view. Finally, the 

third question explored whether healthcare professionals should encourage patient reporting, 

with 3 signifying agreements. 

Participants were then categorized into two groups based on their total score: 

• Negative Attitude: This category included those who scored lower than 6, potentially 

indicating a less favorable view of ADR reporting. 

• Neutral attitude: This category included those who scored 6, people who are neither 

supporting nor opposing ADR reporting, maintaining a neutral or indifferent stance. 
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• Positive Attitude: This category included those who scored 6 or higher, suggesting a 

more positive and supportive stance towards reporting adverse drug reactions. 

Part 4 of the assessment delved into the specific barriers participants faced regarding ADR 

reporting. Firstly, participants' experiences with side effects and reporting are crucial 

indicators. Those who reported experiencing side effects but did not know where to report are 

assigned 1 point. Those who not experienced any ADRs assigned 0 points, whereas those who 

knew where to report but did not follow through receive 2 points. Those who actively reported 

their side effects receive the highest score of 3 points, reflecting a higher level of knowledge 

and proactive behavior in reporting ADRs. 

Secondly, the perceived complexity of the reporting process provides insight into participants' 

attitudes. Responses that indicate the process is straightforward are awarded higher scores, up 

to 4 points, while more complex perceptions receive fewer points, down to 0 points for very 

complicated. 

Thirdly, participants are asked about barriers they perceive to reporting ADRs. Those who do 

not select any barriers receive 5 points, indicating better knowledge and fewer perceived 

obstacles to reporting. 

Fourthly, the frequency with which participants encounter information about ADR reporting is 

assessed. Higher scores are assigned to those who see information very often or often, 

indicating a higher level of exposure to ADR reporting guidelines and requirements. 

Lastly, participants are asked about factors that would encourage future reporting. Each 

selected factor contributes positively to the score, with a maximum possible score of 6 points 

for selecting all factors.   

Participants were then categorized into three groups based on their total score: 

•  Strong barriers: This category included those who scored lower than 8. 

• Moderate barriers: This category included those who scored between 8 and 14. 

• Weak barriers: This category included those who scored above 15. 

Part 5 focused on gathering qualitative data about challenges and recommendations for 

improvement within the drug safety monitoring system. Participants weren't restricted by a set 

of answer choices. Instead, they were encouraged to provide open-ended responses that were 

then visually organized using SmartArt pictures. This method facilitates analysis of common 
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themes and trends within the participant feedback. These SmartArt pictures, can gain valuable 

insights into the specific challenges users face and their proposed solutions for enhancing the 

system's effectiveness. 

3.7 STATISTICAL ANALYSIS  

The analysis of this study involved a detailed examination of the collected survey data. After 

data cleaning, the remaining valid responses were analysed using descriptive statistics to 

summarize demographic variables such as age, gender, education level, and occupation. 

Knowledge, attitude, and practice scores regarding the ADR reporting system were categorized 

and summarized using mean, median, and standard deviation. Barrier-related questions were 

assessed similarly, and qualitative data from open-ended responses were analysed to identify 

common themes. Inferential statistics, including chi-square tests, were used to explore 

significant relationships between variables, providing insights into public awareness, attitudes, 

and barriers to ADR reporting in Dublin. 

3.8 LIMITATIONS IN METHODOLOGY  

Despite the comprehensive design and strict adherence to ethical guidelines, the methodology 

of this study has several limitations that could affect the reliability and generalizability of the 

findings. One significant limitation is the sampling approach. While stratified random sampling 

was employed to ensure a diverse representation of Dublin residents, the reliance on online 

survey distribution may exclude individuals with limited internet access or those not active on 

social media and email. This could result in a sample that does not fully capture the diversity 

of the Dublin population. Additionally, the use of a self-administered questionnaire may 

introduce response bias, where participants might provide socially desirable answers rather 

than their true opinions and behaviors. Although measures were taken to prevent duplicate 

submissions by limiting responses to one per email, this restriction might reduce participation 

from individuals who share email addresses or do not use email frequently. 

The cross-sectional design of the study, capturing data at a single point in time, may not reflect 

changes in knowledge and behavior over time, and external factors, such as recent media 

coverage on drug safety, could influence responses. A major limitation is the adjustment of the 

sample size due to practical constraints. Initially, a sample size of 384 was calculated based on 

a 5% margin of error and 95% confidence level. However, due to the short duration of the 

study, this was deemed unfeasible, leading to the selection of a 7% margin of error and 90% 

confidence level, resulting in a smaller sample size of 139. This reduction in sample size may 
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decrease the precision and reliability of the findings, potentially affecting their generalizability 

to the broader Dublin population. 

3.9 CONCLUSION  

This study employs a structured and rigorous methodology to investigate the knowledge, 

utilization, and barriers related to the Adverse Drug Reaction (ADR) reporting system among 

residents of Dublin. By adopting a positivist philosophical approach, using stratified random 

sampling, and employing a comprehensive questionnaire, the research aims to provide valuable 

insights into public awareness and behavior regarding ADR reporting. Despite limitations such 

as potential response biases, sampling constraints, and a smaller sample size due to practical 

challenges, the methodology ensures that the data collected is both robust and relevant. These 

findings will contribute significantly to enhancing pharmacovigilance practices and improving 

drug safety monitoring within the Dublin community. 

 

CHAPTER 4 

FINDINGS AND ANALYSIS 

4.1DATA ANALYSIS 

 This study utilized an online survey to evaluate public awareness and usage of the Adverse 

Drug Reaction (ADR) Reporting System in Dublin. The primary goals were to identify barriers 

and facilitators to reporting, assess the effectiveness of current public education efforts, and 

ultimately enhance drug safety monitoring to improve patient safety and public health. The 

survey was widely distributed to maximize response rates, resulting in 148 initial responses 

from individuals who voluntarily consented to participate. However, after data cleaning, only 

131 responses were deemed valid and included in the final analysis. This chapter presents the 

analysis of the cleaned data, using pie charts, bar graphs, and tables to illustrate the findings. 

4.1.1 DEMOGRAPHIC INFORMATIONS 

Part 1 of the survey collected demographic information to identify which groups know more 

and are more active in ADR reporting. This helps in creating targeted educational efforts. 

Understanding age distribution helps in focusing outreach efforts on less informed age groups. 

Analyzing gender differences in participation rates allows for the development of gender-

specific strategies. Insights into education levels ensure that educational efforts reach people 
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from all backgrounds. Knowing the occupations of participants, especially distinguishing 

healthcare professionals from others, helps in designing focused training programs. Data on 

medication usage and residency provides an understanding of familiarity with local healthcare 

systems, which can help improve specific areas. Overall, this demographic analysis helps in 

creating targeted interventions to improve drug safety practices across different population 

segments. 

4.1.1.1 AGE DISTRIBUTION  

In this study, participants were recruited from the age of 18 and above, with a total sample size 

of 131 individuals. The age distribution of the participants is as follows: 

 

Figure 7: Age wise distribution of participants 

AGE GROUP  NUMBER 

18-25 41 

26-35 77 

36-45 13 

46-55  0 

56 and above  0 

Table 1: age wise distribution of participants 

A significant limitation of this study is the absence of older adults in the sample. There were 

no participants from the 46-55 or 56 and above age groups. This lack of representation may 

limit the generalizability of the findings, particularly for older populations, and suggests that 
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the study's conclusions might not fully capture the perspectives and experiences of individuals 

in these age groups.  

4.1.1.2 GENDER WISE DISTRIBUTION  

The gender distribution among the 131 participants, as illustrated in the accompanying graph, 

shows that 36 were male (27.5%), 94 were female (71.8%), and 1 participant (0.8%) preferred 

not to disclose their gender. This significant gender imbalance, with a strong skew towards 

female respondents, highlights differences in participation rates that are visually represented in 

the graph (Figure 8). These variations suggest the need for gender-specific strategies in public 

education and outreach related to the Adverse Drug Reaction (ADR) Reporting System, 

ensuring that interventions effectively engage all genders in drug safety monitoring. 

 

Figure 8: Gender wise distribution 

4.1.1.3 EDUCATIONAL QUALIFICATION  

The educational qualifications of the 131 participants, as illustrated in the accompanying graph 

(figure 9), reveal that no individuals reported having no formal education or primary education. 

Among the respondents, 8 had secondary education (6.1%), 30 held a bachelor's degree 

(22.9%), 71 had a master's degree (54.2%), and 22 possessed a doctorate degree (16.8%). This 

distribution, with the majority holding advanced degrees, highlights the need to consider 

educational backgrounds when developing public awareness initiatives. The graph visually 

underscores the dominance of participants with higher education, reinforcing the importance 

of tailoring educational interventions related to the Adverse Drug Reaction (ADR) Reporting 

System to effectively reach individuals from various educational backgrounds. 

36, 27%

94, 72%

1, 1%

GENDER DISTRIBUTION 

male female prefer not to say
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Figure 9: Educational qualification 

4.1.1.4 OCCUPATIONAL STATUS  

The data on participants' occupations, as shown in the attached graph (figure 10), reveals that 

out of 131 respondents, 51 are healthcare professionals (38.9%), 30 are non-healthcare 

professionals (22.9%), 37 are students (28.2%), and 13 fall into the "other" category (9.9%). 

No participants identified as retired. The findings suggest that healthcare professionals are 

generally more knowledgeable about Adverse Drug Reaction (ADR) reporting compared to 

students, non-healthcare professionals, and those in the "other" category. Most students come 

from a pharmaceutical background, which may influence their level of awareness. This 

demographic analysis helps in guiding targeted educational efforts by identifying which groups 

are more informed and active in ADR reporting, thereby allowing for the development of 

focused training programs tailored to the needs of different occupational categories. 

8, 6%

30, 23%

71, 54%

22, 17%

EDUCATIONAL QUALIFICATION

no formal education primary education secondary education

bachelor's degree masters degree doctorate

others
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Figure 10: occupational status 

4.1.2 KNOWLEDGE OF THE ADR REPORTING SYSTEM 

To analyse the knowledge of the Adverse Drug Reaction (ADR) reporting system among the 

general public, a set of 11 questions was developed, focusing on various aspects of the ADR 

reporting system, such as awareness, understanding, and utilization. The data collected through 

these questions have been meticulously analysed, and the results are presented in the following 

graphs and tables. These visual representations provide a comprehensive overview of the 

public's knowledge and perceptions regarding the ADR reporting system, highlighting key 

trends, knowledge gaps, and areas for improvement. The insights gained from this analysis are 

crucial for enhancing public awareness and improving the efficacy of the ADR reporting 

system. 

4.1.2.1 PUBLIC AWARENESS OF ADVERSE DRUG REACTION TO MEDICINAL 

PRODUCTS  

The pie chart (Figure 11) illustrates the awareness of adverse reactions associated with 

medicinal products among the general public. Out of the total respondents, 117 individuals 

(89%) indicated that they are aware of such adverse reactions, while 14 individuals (11%) 

reported that they are not aware. This significant majority highlights a high level of awareness 

regarding the potential adverse effects of medicinal products among the surveyed population. 

The scoring for this question was based on 1 point for "Yes" and 0 points for "No.” 

 

51, 39%

30, 23%

37, 28%

13, 10%

OCCUPATIONAL STATUS 

Health care professional Non-healthcare professional

student retired

others



53 

 

 

Figure 11: public awareness of adverse drug reactions associated with medicinal products 

Yes 117 

No  14 

Table 2: public awareness of adverse drug reactions associated with medicinal products 

4.1.2.2 PUBLIC FAMILIARITY WITH THE TERM PHARMACOVIGILANCE 

The pie chart given below illustrates the familiarity of the general public with the term 

'pharmacovigilance.' According to the survey, 102 individuals (78%) have heard of the term, 

while 29 individuals (22%) have not. This indicates a substantial level of awareness about 

pharmacovigilance among the respondents. The scoring for this question was based on 1 point 

for "Yes" and 0 points for "No." 

117, 89%

14, 
11%

Are you aware of adverse reactions 
associated with medicinal products?

Yes No
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Figure 12: Public Familiarity with the Term 'Pharmacovigilance' 

Yes 102 

No 29 

Table 3: Public Familiarity with the Term 'Pharmacovigilance' 

4.1.2.3 PUBLIC’S UNDERSTANDING OF ADVERSE DRUG REACTION  

The bar chart illustrates the public's understanding of what constitutes an adverse reaction. 

According to the survey, the majority of respondents (90 individuals or 69%) defined an 

adverse reaction as "A harmful and unintended response to a medication." Additionally, 32 

individuals (25%) selected "all of the above," encompassing medication error, overdose of a 

medication, and misuse of a medication. A small number of respondents (3 individuals or 2% 

each) specifically identified misuse, overdose, or medication error as their definitions. 

102, 78%

29, 22%

Have you heard of the term 
‘pharmacovigilance’?

Yes No
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Figure 13: Public Understanding of Adverse Reaction 

Definition Number 

of 

Responses 

Percentage 

A harmful and unintended response to a 

medication 

90 69% 

Misuse of a medication 3 2% 

Overdose of a medication 3 2% 

Medication error 3 2% 

All of the above 32 25% 

Table 4: Public Understanding of Adverse Reactions 

This distribution shows a predominant understanding of adverse reactions as harmful and 

unintended responses to medications, with some recognition of the broader context involving 

misuse, overdose, and errors. The scoring for this question was based on 1 point for the correct 

answer ("A harmful and unintended response to a medication") and 0 points for incorrect 

answers. 

4.1.2.4 CRITERIA FOR CLASSIFYING ADVERSE REACTIONS  

The pie chart illustrates the criteria recognized by the public for classifying adverse reactions. 

According to the survey, the majority of respondents (100 individuals or 76%) correctly 

identified "all of the above," which includes fatal reactions, life-threatening conditions, 

prolonged hospitalization, and resulting in disability or congenital abnormality. Other 

respondents chose specific criteria: 12 individuals (9%) identified fatal reactions, 9 individuals 

90
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3
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(7%) identified life-threatening conditions, 6 individuals (5%) identified prolonged 

hospitalization, and 4 individuals (3%) identified resulting in disability or congenital 

abnormality. 

The data summarised in the graph and table below  

 

 

Figure 14: Criteria for Classifying Adverse Reactions 

Selected criteria  No: of 

responses 

fatal reaction 12 

life-threatening conditions 9 

prolonged hospitalization 6 

resulting in disability or congenital 

abnormality  

4 

all of the above  100 

Table 5: Criteria for Classifying Adverse Reactions 

4.1.2.5 AWARENESS OF DRUG SAFETY MONITORING PROGRAMS IN THE 

EUROPEAN UNION 

The pie chart illustrates the awareness of drug safety monitoring programs in the European 

Union among the general public. According to the survey, 99 individuals (76%) indicated that 

they are aware of these programs, while 32 individuals (24%) reported that they are not aware. 

12, 9%

9, 7%

6, 5%

4, 3%

100, 76%

What criteria are used to classify adverse reactions?

fatal reaction lifethreatening conditions

prolonged hospitalization resulting in disability or congenital abnormality
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This suggests that a majority of the respondents have knowledge about drug safety monitoring 

initiatives in the EU. 

 

Figure 15: Awareness of Drug Safety Monitoring Programs in the European Union 

Yes 99 

No 32 

Table 6: Awareness of Drug Safety Monitoring Programs in the European Union 

This distribution indicates a relatively high level of awareness regarding drug safety monitoring 

programs in the European Union among the surveyed population. The scoring for this question 

was based on 1 point for "Yes" and 0 points for "No." 

4.1.2.6 AWARENESS OF ADVERSE EVENT REPORTING FORMS  

The pie chart illustrates the awareness of adverse event reporting forms among the general 

public. According to the survey, 88 individuals (67%) have seen an adverse event reporting 

form, while 43 individuals (33%) have not. This indicates that a majority of the respondents 

are familiar with the existence of these forms. 

99, 76%

32, 24%

Are you aware of drug safety monitoring 
programs in the European Union?

Yes No
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Figure 16: Awareness of Adverse Event Reporting Forms 

Yes 88 

No 43 

Table 7: Awareness of Adverse Event Reporting Forms 

This distribution shows a substantial level of familiarity with adverse event reporting forms 

among the surveyed population. The scoring for this question was based on 1 point for "Yes" 

and 0 points for "No." 

4.1.2.7 EXPERIENCE WITH REVEWING PHARMACOVIGILANCE REGULATORY 

DOCUMENTS  

The pie chart illustrates the experience of the general public with reviewing pharmacovigilance 

regulatory documents. According to the survey, 73 individuals (56%) have reviewed such 

documents, while 58 individuals (44%) have not. This indicates a fairly balanced familiarity 

with pharmacovigilance regulatory documents among the respondents. 

88, 67%

43, 33%

Have you ever seen an adverse event 
reporting form?

Yes No
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Figure 17: Experience with Reviewing Pharmacovigilance Regulatory Documents 

Yes 73 

No 58 

Table 8: Experience with Reviewing Pharmacovigilance Regulatory Documents 

This distribution shows that a slight majority of the surveyed population has some experience 

with pharmacovigilance regulatory documents. The scoring for this question was based on 1 

point for "Yes" and 0 points for "No." 

4.2.1.8 WILLINGNESS TO REPORT UNLISTED REACTIONS  

The pie chart illustrates the willingness of the general public to report an allergic reaction (e.g., 

skin rash) not mentioned in the patient information leaflet. According to the survey, 121 

individuals (92%) indicated that they would report such an event, while 10 individuals (8%) 

stated that they would not. This shows a strong inclination among the respondents to report 

unlisted adverse events. 

73, 56%

58, 44%

Have you ever reviewed any 
pharmacovigilance regulatory documents?
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Figure 18: Willingness to Report Unlisted Allergic Reactions 

yes  121 

no  10 

Table 9: Willingness to Report Unlisted Allergic Reactions 

This distribution highlights a high level of responsibility among the surveyed population 

regarding the reporting of new adverse reactions. The scoring for this question was based on 1 

point for "Yes" and 0 points for "No." 

4.2.1.9 WILLINGNESS TO REPORT ADVERSE EVENTS FOR MEDICINES UNDER 

ADDITIONAL MONITORING  

The pie chart illustrates the willingness of the general public to report an adverse event, such 

as a headache, caused by a new medicine marked with an inverted black triangle indicating 

'additional monitoring.' According to the survey, 115 individuals (87%) indicated that they 

would report such an event, while 16 individuals (13%) stated that they would not. This shows 

a strong tendency among respondents to report adverse events for medicines that require 

additional monitoring. 

121, 
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If a patient experiences an allergic reaction 
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information leaflet, would you report this 
event?

yes no



61 

 

 

Figure 19: Willingness to Report Adverse Events for Medicines Under Additional Monitoring 

yes 115 87% 

no 16 13% 

Table 10: Willingness to Report Adverse Events for Medicines Under Additional Monitoring 

This distribution highlights a high level of vigilance among the surveyed population regarding 

the reporting of adverse events for medicines under additional monitoring. The scoring for this 

question was based on 1 point for "Yes" and 0 points for "No." 

4.2.1.10 KNOWLEDGE OF THE HEALTH PRODUCTS REGULATORY AUTHORITY IN 

IRELAND  

The pie chart illustrates the public's knowledge regarding the Health Products Regulatory 

Authority (HPRA) being responsible for monitoring drug safety in Ireland. According to the 

survey, 125 individuals (95%) correctly identified this statement as true, while 6 individuals 

(5%) incorrectly identified it as false. This indicates a high level of awareness among the 

respondents about the role of HPRA in drug safety monitoring. 

115

16

willingness to report ADR for medicines under additional 
monitoring 

yes no
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Figure 20: Knowledge of the Health Products Regulatory Authority (HPRA) in Ireland 

True  125 95% 

False  6 5% 

Table 11: Knowledge of the Health Products Regulatory Authority (HPRA) in Ireland 

This distribution demonstrates that the vast majority of the surveyed population is 

knowledgeable about the HPRA's responsibilities in Ireland. The scoring for this question was 

based on 1 point for "True" and 0 points for "False." 

4.2.1.11 METHODS FOR REPORTING ADVERSE EVENTS IN IRELAND  

The bar chart illustrates the public's knowledge of the various methods for reporting adverse 

events in Ireland. According to the survey, the majority of respondents (90 individuals or 68%) 

correctly identified "All of the above" as the appropriate methods for reporting adverse events. 

These methods include reporting to a healthcare professional who reports to the HPRA (32 

individuals or 24%), through the online form (Human Medicine Adverse Reaction Report) (30 

individuals or 23%), emailing the filled adverse reaction report form to medsafety@hpra.ie (22 

individuals or 17%), calling (01) 676 4971 (14 individuals or 11%), and sending a completed 

copy of the adverse reaction report form by post to the HPRA (11 individuals or 8%).  

Is the Health Products Regulatory Authority 
(HPRA) responsible for monitoring drug 

safety in Ireland?

True False
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Figure 21: Methods for Reporting Adverse Events in Ireland 

Methods for Reporting Adverse Events in Ireland 

 

No: of responses 

To a healthcare professional who reports to the HPRA 32 

Through the online form (Human Medicine Adverse Reaction Report) 30 

Emailing the filled adverse reaction report form to medsafety@hpra.ie 22 

Sending a completed copy of the adverse reaction report form by post 

to the HPRA 

11 

Calling (01) 676 4971 14 

All of the above 90 

Table 12: Methods for Reporting Adverse Events in Ireland 

This distribution highlights a comprehensive understanding among the majority of the 

respondents about the multiple channels available for reporting adverse events in Ireland. The 

scoring for this question was based on 1 point for the correct answer ("All of the above") and 

0 points for incorrect answers. 

4.1.3 AWARENESS AND UTILIZATION OF ADR REPORTING SYSTEM  

In Part 3 of the survey, I aimed to assess participants' attitudes towards the Adverse Drug 

Reaction (ADR) reporting system through a series of three questions. These questions were 

designed to gauge the importance placed on reporting for patient safety, the belief about who 

should report ADRs, and the encouragement of patient reporting by healthcare professionals. 

The scoring system varied based on the framing of each question: 

32
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1. Importance of Reporting for Patient Safety: A score of 2 indicated strong agreement, 

while 1 indicated disagreement. 

2. Belief that Only Specific Professionals Should Report (Negatively Phrased): A score of 

2 indicated disagreement with the limited view that only specific professionals should 

report. 

3. Encouragement of Patient Reporting by Healthcare Professionals: A score of 2 signified 

agreement with this practice. 

Based on their total scores from these questions, participants were categorized into three 

groups: 

• Negative Attitude: Scores lower than 4, indicating a less favourable view of ADR 

reporting. 

• Neutral Attitude: Scores exactly 4, indicating neither support nor opposition to ADR 

reporting, maintaining a neutral stance. 

• Positive Attitude: Scores 5 or higher, suggesting a positive and supportive attitude 

towards ADR reporting. 

This section of the survey provides valuable insights into the general public's attitude towards 

ADR reporting, highlighting areas where educational or policy interventions may be needed to 

improve reporting practices and patient safety. 

4.1.3.1 PERCEPTION OF THE IMPORTANCE OF ADR REPORTING FOR PATIENT 

SAFETY  

The pie chart illustrates the participants' perceptions regarding the importance of reporting 

adverse drug reactions (ADRs) for improving patient safety. According to the survey data, an 

overwhelming majority of respondents (124 participants, or 95%) agree that reporting ADRs 

is crucial for enhancing patient safety. This strong consensus underscores a widespread 

recognition of the value of ADR reporting in safeguarding public health. 

A small minority of participants (6 individuals, or 4%) held a neutral stance, neither agreeing 

nor disagreeing with the statement. This suggests that while they may acknowledge the role of 

ADR reporting, they do not have a strong opinion on its impact on patient safety. 

Only 1 participant (1%) disagreed with the importance of reporting ADRs, indicating a minimal 

level of dissent or lack of awareness regarding its significance. 
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Figure 22: Perception of the Importance of ADR Reporting for Patient Safety 

Agree  124 95% 

Disagree 1 1% 

Neutral  6 4% 

Table 13: Perception of the Importance of ADR Reporting for Patient Safety 

Overall, this data reflects a highly positive attitude towards the role of ADR reporting in 

improving patient safety among the majority of respondents. This positive perception is critical 

for fostering a robust ADR reporting culture, which is essential for early detection of drug 

safety issues and the prevention of harm to patients. 

4.1.3.2 ATTITUDE TOWARDS WHO SHOULD REPORT ADVERSE DRUG REACTIONS 

The chart presents the participants' views on whether only specialist doctors, dentists, and 

general practitioners should be responsible for reporting adverse drug effects. The survey 

results reveal a divided perspective among respondents. A significant portion of participants 

(45%) disagreed with the notion that ADR reporting should be restricted to these professionals, 

suggesting a broader, more inclusive understanding that other healthcare workers and patients 

can also play a crucial role in reporting. This group was assigned the highest score of 2 points, 

reflecting their inclusive attitude. 

On the other hand, 40% of respondents agreed that only specialists should report adverse 

effects, earning a 0 point. This perspective may reflect a belief in the expertise of specialists 

but could also indicate a potential gap in understanding the importance of a wider reporting 

124, 95%

1, 1%6, 4%

Reporting adverse drug reactions is 
important for improving patient safety

Agree Disagree Neutral



66 

 

base. The remaining 15% of participants were neutral, neither agreeing nor disagreeing with 

the statement, and were also given 1 point. 

 

 

Figure 23: Attitudes Towards Who Should Report Adverse Drug Reactions 

Agree 52 

Disagree 59 

Neutral  20 

Table 14: Attitudes Towards Who Should Report Adverse Drug Reactions 

This distribution of opinions underscores the importance of promoting a more inclusive 

approach to ADR reporting, where all relevant stakeholders are encouraged to contribute, 

thereby enhancing the overall effectiveness of the reporting system. 
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20, 15%
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Agree Disagree Neutral



67 

 

4.1.3.3 ATTITUDES TOWARDS ENCOURAGING PATIENT REPORTING OF ADVERSE 

DRUG REACTIONS 

 

Figure 24: Attitudes Towards Encouraging Patient Reporting of Adverse Drug Reactions 

Yes 116 

No 3 

Maybe  12 

Table 15: Attitudes Towards Encouraging Patient Reporting of Adverse Drug Reactions 

The chart illustrates participants' opinions on whether healthcare professionals should 

encourage patients to report adverse drug reactions (ADRs). The overwhelming majority of 

respondents (89%, or 116 individuals) believe that healthcare professionals should indeed 

promote patient involvement in ADR reporting. This strong agreement was assigned a score of 

2 points, reflecting the importance placed on patient participation in the safety monitoring 

process. 

A smaller portion of the participants (9%, or 12 individuals) were unsure, answering "Maybe" 

to this question. These respondents received a score of 1 point, indicating some uncertainty 

about the role of patients in ADR reporting. Finally, a very small group (2%, or 3 individuals) 

disagreed with the idea that healthcare professionals should encourage patient reporting, 

earning a score of 0 point. 

This data underscores the strong support among the majority of participants for involving 

patients in ADR reporting, suggesting that there is a general consensus on the value of patient 

contributions to drug safety monitoring. 
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drug reactions?

Yes No Maybe



68 

 

The results highlight a positive attitude towards patient involvement in ADR reporting, with 

the vast majority of participants supporting the idea that healthcare professionals should 

encourage patients to report any adverse effects they experience. This reflects a growing 

recognition of the importance of patient input in enhancing drug safety and ensuring 

comprehensive monitoring. 

4.1.3.4 GENERAL PUBLIC ATTITUDE TOWARDS THE ADR REPORTING IN DUBLIN  

The analysis of participants' attitudes towards Adverse Drug Reaction (ADR) reporting 

revealed distinct patterns in their responses. Out of the total sample, a small portion of 

participants, numbering 10 individuals (8%), exhibited a "Negative Attitude" towards ADR 

reporting. This group demonstrated a less favourable view, potentially indicating lack of 

support for the importance of ADR reporting in ensuring patient safety and overall healthcare 

quality. 

The majority of participants, 68 in total (52%), displayed a "Neutral Attitude." This suggests 

that a significant portion of the sample neither strongly supports nor opposes ADR reporting. 

These individuals may be indifferent or undecided about the role of ADR reporting in 

healthcare, possibly reflecting a need for further education or awareness to shift their stance. 

Meanwhile, 53 participants (40%) were categorized as having a "Positive Attitude" towards 

ADR reporting. This group is more supportive and likely recognizes the value of ADR 

reporting in improving patient outcomes and enhancing drug safety. Their positive stance may 

indicate a higher level of understanding and commitment to the importance of ADR reporting 

in their professional roles. 

These findings highlight the distribution of attitudes within the sample, with a considerable 

number of participants holding neutral or positive views towards ADR reporting. However, the 

presence of a notable minority with a negative attitude underscores the need for targeted 

interventions to address any misconceptions or barriers to reporting. 

Bar graph and the table below represents the participant’s distribution across the various 

attitude categories Negative, Neutral, and Positive. This visual and tabular representation will 

clearly illustrate the proportion of participants in each category, offering a comprehensive 

overview of the overall attitude landscape within the study population. 
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Figure 25: general public’s awareness towards ADR reporting system 

negative 

attitude 

7 5% 

neutral 

attitude 

53 41% 

positive 

attitude 

71 54% 

Table 16: general public’s awareness towards ADR reporting system 

The pie chart summarizes the overall attitude of the general public towards the Adverse Drug 

Reaction (ADR) reporting system, based on the total scoring of the third part of the 

questionnaire, Awareness and utilization of ADR reporting system. The results indicate a 

generally positive outlook, with 54% of participants (71 individuals) exhibiting a positive 

attitude towards ADR reporting. These participants scored 6 or higher, reflecting their 

supportive stance on the importance and inclusivity of ADR reporting. 

A significant portion of respondents, 41% (53 individuals), displayed a neutral attitude, scoring 

exactly 6. This suggests that while they do not oppose ADR reporting, they may not be fully 

engaged or convinced of its importance, maintaining a more indifferent or moderate stance. 

A small minority of the participants, 5% (7 individuals), demonstrated a negative attitude 

towards ADR reporting. These individuals scored lower than 6, indicating a less favourable 

view, which could stem from a lack of understanding or belief in the value of ADR reporting. 
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53, 41%
71, 54%

General public's attitude towards ADR reporting 
system
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Overall, the chart reveals that while the majority of the general public holds a positive view of 

the ADR reporting system, there is still a substantial group with neutral attitudes that could 

benefit from further education and encouragement to fully appreciate the importance of ADR 

reporting. The small percentage with negative attitudes also highlights an area where targeted 

interventions could help shift perceptions and improve participation in the ADR reporting 

process. 

4.1.4 BARRIERS TO ADR REPORTING  

Part 4 of the assessment focused on identifying barriers to Adverse Drug Reaction (ADR) 

reporting among participants. Participants were evaluated based on their experiences with side 

effects, knowledge of reporting processes, perceived complexity, perceived barriers, exposure 

to ADR reporting information, and factors that could encourage future reporting. Points were 

assigned based on their responses, with higher scores reflecting greater knowledge, proactive 

behaviour, and fewer perceived obstacles. Participants were then categorized into three groups: 

Strong barriers (scores below 8), Moderate barriers (scores between 8 and 14), and Weak 

barriers (scores above 15), indicating the level of difficulty they face in ADR reporting. 

4.1.4.1EXPERIENCE OF ADR AND KNOWLEDGE OF REPORTING ADR 

 

Figure 26: Experience of Side Effects and Knowledge of Reporting Adverse Drug Reactions 

did not experience any side effects  87 66% 

experienced but did not know where to report  18 14% 

experienced and knew where to report but did 

not do it  

11 8% 

Have you ever experienced a side effect or 
adverse reaction after taking a medication? If 

yes, did you know where to report it?

did not experience any side effects

experienced but did not know where to report

experienced and knew where to report but did not do it

experienced and reported it
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experienced and reported it  15 11% 

Table 17: Experience of Side Effects and Knowledge of Reporting Adverse Drug Reactions 

The survey results indicate that the majority of respondents, 66% (87 out of 131), did not 

experience any side effects after taking a medication. However, it's possible that some of these 

individuals may have experienced mild adverse reactions but did not recognize the importance 

of reporting them, potentially underestimating the seriousness of adverse drug reactions 

(ADRs). Among those who did report experiencing side effects, the responses varied in terms 

of their awareness and actions regarding reporting these adverse reactions. Specifically, 14% 

(18 respondents) encountered side effects but were unaware of where to report them. An 

additional 8% (11 respondents) knew where to report their side effects but did not follow 

through with reporting. Only 11% (15 respondents) took the appropriate steps to report the side 

effects they experienced. These results suggest that while a significant portion of the population 

does not encounter side effects, there is still a notable gap in knowledge and action among 

those who do, with a considerable number either unaware of the reporting process or choosing 

not to engage with it. This highlights the importance of increasing awareness about the proper 

channels for reporting adverse drug reactions to ensure better healthcare outcomes. 

4.1.4.2 PERCEPTION OF THE REPORTING PROCESS FOR ADVERSE DRUG 

REACTION 

 

Figure 27: Perception of the Reporting Process for Adverse Drug Reactions 

very straightforward 32 

somewhat straightforward 40 

32, 24%

40, 31%
39, 30%

16, 12%
4, 3%

Do you find the process of reporting adverse drug 
reactions straightforward or complicated?

very straightforward somewhat straightforward

neither staightforward nor complicated somewhat complicated

very complicated
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neither straightforward nor 

complicated 

39 

somewhat complicated 16 

very complicated 4 

Table 18: Perception of the Reporting Process for Adverse Drug Reactions 

The survey responses regarding the perceived ease or difficulty of reporting adverse drug 

reactions (ADRs) reveal a range of opinions. A significant portion of respondents, 31% (40 out 

of 131), found the reporting process somewhat straightforward, while 24% (32 respondents) 

considered it very straightforward. On the other hand, 30% (39 respondents) felt neutral, 

viewing the process as neither straightforward nor complicated. However, a notable 12% (16 

respondents) found the process somewhat complicated, and a small percentage, 3% (4 

respondents), considered it very complicated. These results suggest that while a majority of 

respondents find the ADR reporting process to be at least somewhat straightforward, there is 

still a minority that encounters difficulties, indicating potential areas for improvement in 

making the reporting process more user-friendly and accessible. 

4.1.4.3 CHALLENGES IN REPORTING ADRs 

 

Figure 28: Challenges and Perceptions in Reporting Adverse Drug Reactions 

Unawareness of the reporting system 54 

Difficulty understanding the reporting 

process 

34 

Belief that the reaction was not serious 

enough 

42 
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Concern about personal privacy 18 

Fear of legal consequences 13 

No barriers 28 

Table 19: Challenges and Perceptions in Reporting Adverse Drug Reactions 

The survey results highlight several barriers that prevent individuals from reporting adverse 

drug reactions (ADRs). The most significant barrier, cited by 41% (54 out of 131) of 

respondents, is a lack of awareness of the reporting system. This is followed by 32% (42 

respondents) who believed that their reaction was not serious enough to warrant reporting, and 

26% (34 respondents) who found the reporting process difficult to understand. Privacy 

concerns and fear of legal consequences were also noted by 14% (18 respondents) and 10% 

(13 respondents) respectively. Interestingly, 21% (28 respondents) indicated that they faced no 

barriers to reporting ADRs. These findings suggest that enhancing awareness and simplifying 

the reporting process could significantly increase the reporting of ADRs, thereby improving 

drug safety monitoring and patient care. 

4.1.4.4 FREQUENCY OF PUBLIC EXPOSURE TO ADR REPORTING INFORMATIONS 

 

Figure 29: Awareness of Adverse Drug Reaction (ADR) Reporting Information in Public space 

very often 19 

often 29 

sometimes 41 

rarely 23 

never  19 

Table 20: Awareness of Adverse Drug Reaction (ADR) Reporting Information in Public Spaces 

19, 14%
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How often have you seen information about how 
to report adverse drug reactions in public places

very often often sometimes rarely never
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The survey results reveal the frequency with which respondents have encountered information 

about how to report adverse drug reactions (ADRs) in public places. The data shows that 31% 

(41 out of 131) of respondents have sometimes seen such information, while 22% (29 

respondents) have often come across it. A smaller portion, 15% (19 respondents), reported 

never seeing this information, and another 14% (19 respondents) indicated they very often see 

it. Additionally, 18% (23 respondents) stated they rarely encounter this information. These 

results suggest that while some individuals are regularly exposed to ADR reporting information 

in public spaces, a significant number either rarely or never see such information, indicating a 

potential area for improving public awareness efforts. 

4.1.4.5 FACTORS THAT COULD ENCOURAGR FUTURE REPORTING OF ADR 

 

Figure 30: Factors That Could Encourage Future Reporting of Adverse Drug Reactions 

Simplified reporting process 58 

More information on the importance of 

reporting 

59 

Assurance of privacy and confidentiality 34 

Easier access to reporting forms 35 

Knowing that my report can make a 

difference 

31 

Table 21: Factors That Could Encourage Future Reporting of Adverse Drug Reactions 

The survey explored factors that might increase the likelihood of individuals reporting adverse 

drug reactions (ADRs) in the future. The responses indicate that the most influential factors 

include the need for more information on the importance of reporting, cited by 59 respondents, 
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and a simplified reporting process, mentioned by 58 respondents. Additionally, 35 respondents 

expressed that easier access to reporting forms would encourage them to report, while 34 

highlighted the assurance of privacy and confidentiality as a motivating factor. Lastly, 31 

respondents noted that knowing their report could make a difference would increase their 

likelihood of reporting. These insights suggest that enhancing the accessibility, understanding, 

and perceived impact of ADR reporting could significantly improve participation in the 

reporting process. 

4.1.4.6 CLASSIFICATION OF BARRIERS TO ADR REPORTING 

The analysis of the data regarding barriers to Adverse Drug Reaction (ADR) reporting provided 

key insights into the challenges participants face. The scoring system assessed various factors, 

including participants' experiences with side effects, their understanding of the reporting 

process, perceived barriers, frequency of encountering information, and factors that might 

encourage future reporting. Below given pie chart explains the overall results related to the 

barriers to ADR reporting  

 

Figure 31: barriers to ADR reporting 

Strong barriers  62 47% 

Moderate barriers  66 51% 

Weak barriers  3 2% 

Table 22: barriers to ADR reporting 

 Table 22: barriers to ADR reporting  
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Participants were categorized into three groups based on their total scores: those facing strong 

barriers, moderate barriers, and weak barriers to ADR reporting. The results revealed that 62 

participants (47%) fell into the strong barriers category. This group perceives significant 

challenges in the ADR reporting process, likely due to knowledge gaps, the complexity of the 

process, or other substantial obstacles that hinder their ability to report ADRs effectively. 

Another 66 participants (51%) were classified as facing moderate barriers. This group 

encounters some challenges but not to the extent of those in the high barriers category. They 

might find the reporting process somewhat complex or encounter occasional difficulties, but 

they are not entirely deterred from reporting ADRs. 

In contrast, only 3 participants (2%) were identified as having weak barriers. This small group 

perceives minimal obstacles to ADR reporting, indicating that they are well-informed, find the 

process straightforward, and are more proactive in reporting adverse drug reactions. 

These findings highlight that while a majority of participants experience moderate to high 

barriers in reporting ADRs, only a very small percentage face minimal challenge. This 

underscores the importance of targeted interventions to reduce these barriers, particularly for 

those in the high and moderate categories, to enhance ADR reporting practices across the board. 

4.1.5 SUGGESTIONS AND RECOMMENDATIONS  

This part concentrated on collecting qualitative data concerning the challenges and suggestions 

for improving the drug safety monitoring system. Rather than being confined to predetermined 

answer choices, participants were invited to offer open-ended responses. 

4.1.5.1 RATING FOR IRELAND PHARMACOVIGILANCE SYSTEM  

In Part 5, participants were asked to rate the pharmacovigilance system in Ireland on a five-

point scale, ranging from Poor to Excellent. The results revealed that the majority of 

respondents view the system positively, with 62 participants (47%) rating it as "Good," 

followed by 35 participants (27%) who rated it as "Very Good," and 28 participants (21%) who 

rated it as "Excellent." These ratings suggest that most users are satisfied with the system's 

performance, indicating that it meets their expectations to a considerable extent. 

However, a smaller portion of the respondents expressed less favourable views, with 5 

participants (4%) rating the system as "Poor" and 1 participant (1%) rating it as "Fair." These 

lower ratings highlight areas where the system could be improved to better serve its users. 
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Accompanying this analysis, a pie chart is provided to visually represent the distribution of 

ratings, clearly illustrating the overall satisfaction levels among participants and pinpointing 

areas that may require attention. 

 

Figure 32: Rating of pharmacovigilance system in Ireland 

4.1.5.2 CHALLENGES AND GAPS IN THE CURRENT DRUG SAFETY MONITORING 

SYSTEM AMONG GENERAL PUBLIC IN DUBLIN 

The second question under the suggestions and recommendations section focused on 

identifying the challenges and gaps in the current drug safety monitoring system among the 

general public in Ireland. Participants were allowed to select multiple options, reflecting the 

various issues they perceive. The most commonly cited challenge was "unawareness of the 

seriousness" of reporting adverse drug reactions, chosen by 75 participants (57%). This was 

followed by "lack of training," selected by 54 participants (41%), and "lack of access to 

reporting forms," noted by 43 participants (33%). Additionally, "lack of time to report" was 

identified as a barrier by 39 participants (30%), while "concerns about legal issues" were a 

concern for 21 participants (16%). 

These results highlight several significant barriers that need to be addressed to improve the 

effectiveness of the drug safety monitoring system. The accompanying bar graph visually 

represents these findings, clearly illustrating the frequency of each identified challenge and 

providing a clear view of the areas where improvements are most needed. 
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Figure 33: challenges and gaps in the current drug safety monitoring system among general public in Dublin 

4.1.5.3 SUGGESTIONS OR OPINIONS TO IMPROVE PHARMACOVIGILANCE 

PRACTICES OR CURRENT REGULATIONS IN DUBLIN 

 

Figure 34: suggestions from participants to improve the pharmacovigilance system in Dublin 

Out of 131 participants, 48 provided suggestions for enhancing the pharmacovigilance system. 

As illustrated in Figure 16, most respondents identified insufficient training as a key factor 

contributing to the underreporting of adverse drug reactions (ADRs). A few participants also 

mentioned a lack of knowledge about current regulations and reporting procedures. Therefore, 
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it is essential to implement awareness programs and training workshops to educate the public 

about the importance of reporting ADRs and the need for proper reporting practices. 

4.2 STATISTICAL ANALYSIS  

The data obtained from the survey is statistically analysed in the following section by using an 

online statistical tool jamovi project 2022 version 2.3 

4.2.1 KNOWLEDGE ASSESSMENT OF ADVERSE DRUG REACTION REPORTING 

SYSTEM  

4.2.1.1 HYPOTHESIS 1 

• Null Hypothesis (H0): The majority of the general public has a moderate to good 

understanding of the Adverse Drug Reaction (ADR) reporting system, with a mean 

knowledge score falling within the moderate knowledge range. 

• Alternative Hypothesis (H1): The mean knowledge score of the general public 

regarding the ADR reporting system does not fall within the moderate knowledge 

range. 

The pie chart effectively visualizes the distribution of participants across these knowledge 

levels. The largest portion of respondents falls into the Good Knowledge category, comprising 

43% of the total participants. This indicates that nearly half of the participants have a strong 

understanding of the ADR reporting system. The Moderate Knowledge group accounts for 37% 

of participants, signifying that a significant number of respondents possess a reasonable 

understanding, but there may still be gaps in their knowledge. Lastly, the Poor Knowledge 

group, though the smallest at 20%, represents a critical area for potential improvement, as these 

participants may lack essential understanding of the ADR reporting process. 

category  no: people 

poor knowledge  26 

moderate knowledge  49 

good knowledge  56 

Table 23: total scoring assessment of the knowledge of adverse drug reaction reporting system 
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Figure 35: suggestions from participants to improve the pharmacovigilance system in Dublin 

Using the Mean for Analysis (descriptive statistics) 

To provide a more quantitative insight, we use the mean score of the participants. By summing 

all the individual scores and dividing by the total number of participants, we can determine the 

average level of knowledge. 

Calculation of Mean Score 

• The total sum of scores for all participants is calculated as follows: 

o Poor Knowledge: 26(participants) × 1.5 (average score) = 39 

o Moderate Knowledge: 49 (participants) ×5.5 (average score) = 269.5 

o Good Knowledge: 56(participants) ×9.5 (average score) = 532 

o Total Sum of Scores = 39 + 269.5 + 532 = 840.5 

• The total number of participants is 131. 

Mean Score= total sum of scores/number of participants =840.5/131 ≈6.42 

Interpretation: 

The mean score of 6.42 suggests that, on average, participants have a moderate understanding 

of the ADR reporting system. This average falls within the Moderate Knowledge category, 

reinforcing the distribution seen in the pie chart. The mean score highlights the need for 
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educational initiatives to boost the overall knowledge level, especially for those in the Poor 

Knowledge category. 

Conclusion: 

The chart demonstrates a generally positive distribution of knowledge among the participants, 

with the majority falling into the moderate to good knowledge categories. However, the 

presence of a notable portion in the poor knowledge category highlights the need for targeted 

educational interventions to ensure that all participants achieve a more comprehensive 

understanding of ADR reporting. Using the mean score provides a quantitative measure that 

supports the visual data, offering a clearer picture of the overall knowledge level among the 

surveyed population. 

Given the calculated mean score of 6.42, we reject the null hypothesis (H0) and accept the 

hypothesis that the majority of the general public has a moderate to good understanding of the 

ADR reporting system, as the mean knowledge score falls within the moderate knowledge 

range. 

4.2.1.2 HYPOTHESIS 2:  

Chi square test was used to assess the relationship between Dublin residence awareness about 

the adverse drug reaction reporting system and their educational background  

Educational background analysis  

• Null Hypothesis (H0): There is no relationship between the level of educational 

background of Dublin residents and their awareness of the Adverse Drug Reaction 

(ADR) Reporting System. 

• Alternative Hypothesis (H1): There is a significant relationship between the level of 

educational background of Dublin residents and their awareness of the Adverse Drug 

Reaction (ADR) Reporting System. 

Decision Rule 

• Reject the null hypothesis if p-value is < 0.05. 

Analysis Method 

• Chi-Square Test of Independence 

CONTIGENCY TABLE 
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Contingency Tables 

 

Part 2: Knowledge of the ADR Reporting System 1. 

Are you aware of adverse reactions associated with 

medicinal products? 

 

3.What is your highest 

level of education? 
No Yes Total 

Bachelor’s degree  4  28  32  

Doctorate    22  22  

Master’s degree  7  61  68  

Other  0  1  1  

Secondary education  3  5  8  

Total  14  117  131  

Table 24: contingency table for hypothesis 2 

  

χ² Tests 

  Value df p 

χ²  8.90  4  0.064  

N  131      

 

Table 25: chi square test result table for hypothesis 2 
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 Decision: 

Education: The value of χ2 is 8.90 with a p-value of 0.064, which is greater than the 

significance level of 0.05. Therefore, we do not reject the null hypothesis, suggesting no 

significant differences in ADR awareness across different educational levels. 

4.2.1.3 HYPOTHESIS 3: 

Chi square test was used to assess the relationship between Dublin residence awareness about 

the adverse drug reaction reporting system and their occupational background  

Occupational Background Analysis: 

• Null Hypothesis (H0): There is no relationship between the level of occupational 

background of Dublin residents and their awareness of the Adverse Drug Reaction 

(ADR) Reporting System. 

• Alternative Hypothesis (H1): There is a significant relationship between the level of 

occupational background of Dublin residents and their awareness of the Adverse Drug 

Reaction (ADR) Reporting System. 

CONTIGENCY TABLE  

 

awareness about ADR 

reporting system 
 

4.What is your occupation? No Yes Total 

Healthcare professional (e.g., 

doctor, nurse, pharmacist) 
 1  51  52  

Non-healthcare professional  3  26  29  

Others  1  12  13  

Student  9  28  37  

Total  14  117  131  
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awareness about ADR 

reporting system 
 

4.What is your occupation? No Yes Total 

  

Table 26: contingency table for hypothesis 3 

  

χ² Tests 

  Value df p 

χ²  11.5  3  0.009  

N  131      

Table 27: chi square test result table for hypothesis 3 

 

Decision: 

Occupation: The value of χ2 is 11.5 with a p-value of 0.009, which is less than the significance 

level of 0.05. Therefore, we reject the null hypothesis, indicating significant differences in ADR 

awareness across different occupational groups. 

4.2.2 STATISTICAL ANALYSIS OF BARRIERS TO ADR REPORTING IN DUBLIN 

RESIDENTS  

4.2.2.1 HYPOTHESIS 4 

Null Hypothesis (H0): There is no significant association between the complexity of the 

reporting process and the visibility of reporting information among Dublin residents. 

Alternative Hypothesis (H1): There is a significant association between the complexity of the 

reporting process and the visibility of reporting information among Dublin residents. 

CONTIGENCY TABLE  
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Contingency Tables 

 
4.How often have you seen information about how to 

report adverse drug reactions in public places (e.g., 

pharmacies, clinics, hospitals)? 

 

2.Do you find the 

process of reporting 

adverse drug 

reactions 

straightforward or 

complicated? 

Never Often Rarely Sometimes 
Very 

often 
Total 

Neither 

straightforward nor 

complicated 

 12  7  6  12  2  39  

Somewhat 

complicated 
 3  2  5  2  4  16  

Somewhat 

straightforward 
 2  12  8  16  2  40  

Very complicated  1  0  2  1  0  4  

Very straightforward  1  8  2  10  11  32  

Total  19  29  23  41  19  131  

Table 28: contingency table for hypothesis 4 

  

χ² Tests 

  Value df p 

χ²  40.9  16  < .001  

N  131      

Table 29: chi square test results table for hypothesis 4 

 The value of χ2 is 40.93 with a p-value < .001 which is less than the significance level of 0.05. 

Therefore, we reject the null hypothesis, indicating significant differences in the visibility of 

reporting information based on the perceived complexity of the reporting process. 

4.2.3 STATISTICAL ANALYSIS OF EDUCATIONAL CAMPAIGNS EFFECTIVENESS ON 

ADR REPORTING SYSTEM AWARENESS  

4.2.3.1 HYPOTHESIS 5 

Null Hypothesis (H0): Existing educational campaigns and tools have been effective in 

significantly increasing public knowledge and utilization of the ADR Reporting System. 
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Alternative Hypothesis (H1): Existing educational campaigns and tools have been ineffective 

in significantly increasing public knowledge and utilization of the ADR Reporting System. 

Decision Rule: 

Reject the null hypothesis if p-value is < 0.05. 

Analysis Method: 

Chi-Square Test of Independence 

This test assesses whether there is a significant association between awareness of 

pharmacovigilance and the frequency of observing informational materials about how to report 

adverse drug reactions in public places. 

CONTIGENCY TABLE  

Contingency Tables 

 How often have you seen information about how to 

report adverse drug reactions in public places 
 

Have you heard of the 

term 

‘pharmacovigilance’? 

Never Often Rarely Sometimes 
Very 

often 
Total 

No  10  6  4  7  2  29  

Yes  9  23  19  34  17  102  

Total  19  29  23  41  19  131  

  

Table 30: chi square test results table for hypothesis 4 

  

χ² Tests 

  Value df p 

χ²  12.7  4  0.013  

N  131      

 

Table 31: chi square test result table for hypothesis 5 

 Decision: 
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The value of χ2 is 12.7 with a p-value of 0.013 which is less than the significance level of 0.05. 

Therefore, we reject the null hypothesis, indicating that existing educational campaigns and 

tools have been ineffective in significantly increasing public knowledge and utilization of the 

ADR Reporting System. 

This conclusion suggests that while individuals may have heard of pharmacovigilance, the 

frequency and effectiveness of seeing educational materials are not sufficient to assert that 

educational campaigns have been effective overall. 

4.3 DISCUSSIONS  

This study aimed to assess public awareness and utilization of the Adverse Drug Reaction 

(ADR) Reporting System among Dublin residents, identify key barriers and facilitators to 

reporting, and evaluate the effectiveness of existing educational campaigns. 

4.3.1 PUBLIC AWARENESS AND UTILIZATION 

The findings from this study reveal a significant gap between awareness and utilization of the 

Adverse Drug Reaction (ADR) Reporting System in Dublin, where 72% of respondents are 

aware of the system but only 36% have used it to report ADRs. This disparity is aligned with 

global trends indicating that awareness alone is insufficient to ensure active engagement 

(Hariraj and Aziz, 2018). Key barriers such as the complexity of the reporting process and 

insufficient information, similar to issues reported in Korea (Alomar et al., 2020), suggest that 

enhancing system usability and information accessibility could improve system utilization. 

Moreover, the influence of demographic factors like education on ADR reporting awareness 

and confidence, as seen in Portugal (Matos et al., 2015), underscores the need for educational 

campaigns tailored to diverse educational backgrounds. Addressing these challenges through 

specific, culturally sensitive educational initiatives and system modifications could 

substantially increase engagement with the ADR reporting system in Dublin, paralleling 

improvements seen in international pharmacovigilance efforts. 

4.3.2 BARRIERS TO REPORTING 

The findings from Dublin reflect a universal challenge identified in various global studies, 

emphasizing that while awareness of ADR reporting systems is crucial, it does not necessarily 

lead to increased utilization. In my study, approximately 53% of Dublin residents cited the 

complexity of the reporting process as a significant barrier, similar to findings from Malaysia 

where Mohammad et al. (2018) reported that 87.4% of participants felt inadequate knowledge 

about drugs and their side effects hindered ADR reporting (Mohammad et al., 2018). This is 
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echoed by Khan et al. (2020), who identified a lack of awareness and knowledge among 

healthcare professionals in Turkey as major impediments, further compounded by inadequate 

pharmacovigilance education (Khan et al., 2020). Similarly, in my findings, 46% of Dublin 

residents indicated that insufficient information on how and where to report ADRs limits their 

engagement, paralleling concerns about accessibility and procedural clarity highlighted by 

Hariraj and Aziz (2018) in Malaysia (Hariraj and Aziz, 2018). 

Moreover, the studies by Mohammad et al. (2018) and Khan et al. (2020) underline the need 

for streamlined reporting processes and better educational efforts, directly aligning with my 

study's suggestions for improvements in Dublin. These studies collectively underscore the 

importance of simplifying ADR reporting systems and enhancing public and professional 

education to bridge the gap between awareness and active participation in pharmacovigilance 

systems. 

Thus, by addressing these shared barriers through tailored educational initiatives and system 

modifications, Dublin can potentially enhance its ADR reporting rates, aligning with successful 

strategies employed in other countries to improve pharmacovigilance and ultimately patient 

safety. 

4.3.3 FACILITATORS TO ENHANCED REPORTING 

The study's discovery that a significant number of Dublin residents (62%) would be encouraged 

to report adverse drug reactions (ADRs) more frequently if the reporting process were 

simplified, coupled with 58% expressing that enhanced visibility and accessibility of 

information would also facilitate reporting, aligns well with global findings. Similar issues and 

facilitators have been highlighted internationally, were complex processes and inadequate 

dissemination of information act as major barriers. For example, studies like Mohammad et al. 

(2018) in Malaysia and Khan et al. (2020) in Turkey emphasized the critical impact of 

educational outreach and streamlined processes on improving pharmacovigilance systems. 

These studies collectively advocate for the implementation of simpler, more accessible ADR 

reporting systems accompanied by robust educational programs to enhance public engagement 

and reporting efficacy (Mohammad et al., 2018, Khan et al., 2020). 

4.3.4 EFFECTIVENESS OF EDUCATIONAL CAMPAIGNS 

The Chi-square test revealed a statistic (χ²) of 12.7 with a p-value of 0.013, indicating a 

significant association between the frequency of seeing ADR reporting information and 

awareness of pharmacovigilance. This suggests that despite existing educational efforts, they 
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are not effectively increasing system use, aligning with findings from Adisa et al. (2019), who 

reported low engagement despite awareness. Similarly, Li et al. (2020) noted that while an 

educational campaign raised awareness, it did not significantly increase the quantity of ADR 

reports. Both studies underscore the challenge of translating awareness into action, highlighting 

the need for more engaging and practical educational approaches to enhance ADR reporting 

effectiveness (Adisa et al., 2019; Li et al., 2020). 

4.3.5 RECOMMENDATIONS FOR IMPROVEMENTS 

Based on the study's findings, several recommendations can be made to enhance the ADR 

reporting system in Dublin: 

• Simplification of the Reporting Process: Introducing user-friendly interfaces and 

reducing bureaucratic hurdles could facilitate easier access and use. 

• Enhanced Information Dissemination: Regular, clear, and accessible educational 

campaigns that provide explicit instructions on reporting procedures are crucial. 

• Community Engagement Initiatives: Engaging community leaders and healthcare providers 

in raising awareness and training residents on the importance and impact of reporting 

ADRs. 

CHAPTER 5 

CONCLUSION AND RECOMMENDATIONS 

5.1 SUMMARY OF THE STUDY  

This study aimed to evaluate public awareness and utilization of the Adverse Drug Reaction 

(ADR) Reporting System in Dublin, identify barriers to effective reporting, and assess the 

effectiveness of current public education efforts. Utilizing a mixed-methods approach, the 

research involved an online survey of 131 Dublin residents, selected through a stratified 

random sampling method to ensure a representative sample. The findings indicate that while 

there is a moderate level of awareness about ADRs (89% of respondents) and the ADR 

reporting system, significant gaps remain in the actual utilization of the system. Only 67% of 

participants were familiar with adverse event reporting forms, and a substantial portion of the 

population (33%) had never encountered such forms. Demographic factors such as education 

and occupation significantly influenced awareness and reporting behaviours, with healthcare 

professionals and individuals with higher education levels being more informed and engaged. 
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The study identified key barriers to reporting, including perceived complexity, lack of 

knowledge about reporting processes, and limited visibility of reporting tools. Moreover, the 

effectiveness of existing educational campaigns was found to be insufficient in driving 

meaningful public engagement with the ADR reporting system. 

5.2 RELEVANCE OF THE STUDY  

The relevance of this study lies in its contribution to improving pharmacovigilance practices in 

Dublin, with broader implications for public health. Given the crucial role that ADR reporting 

plays in ensuring drug safety, enhancing the public’s knowledge and participation in this system 

is vital. The study's findings provide valuable insights into the current state of public awareness 

and the obstacles hindering effective ADR reporting. By highlighting the gaps in public 

education and the barriers to reporting, this research underscores the need for more targeted 

and effective strategies to engage the public in pharmacovigilance activities. The 

recommendations derived from this study have the potential to inform policy decisions and 

shape future educational campaigns, ultimately leading to improved drug safety and better 

health outcomes for the population. 

5.3 LIMITATIONS OF THE STUDY  

Despite the comprehensive approach, this study has several limitations that should be 

acknowledged. Firstly, the study was geographically restricted to Dublin, which limits the 

generalizability of the findings to other regions. The experiences and awareness levels of 

residents in different parts of Ireland or other countries may differ significantly due to varying 

healthcare systems, educational campaigns, and cultural attitudes towards ADR reporting. 

Secondly, the study did not include older adults, as there were no participants from the age 

groups of 46-55 or 56 and above. This exclusion limits the ability to understand the awareness 

and utilization of the ADR reporting system among older populations, who may have different 

experiences with medications and healthcare interactions. 

Additionally, the reliance on an online survey method inherently excluded individuals without 

internet access or those who do not use email, potentially leading to a biased sample that does 

not fully represent the broader population. This exclusion particularly affects older adults, 

lower-income groups, and those with limited digital literacy, who may have distinct 

perspectives on ADR reporting. 
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Moreover, the reliance on self-reported data through the online survey may introduce response 

bias, as participants may have provided socially desirable answers rather than their true 

experiences and behaviours. The time constraints faced during the study led to a smaller sample 

size (131 respondents) than initially planned, which might have affected the precision and 

reliability of the results. 

Finally, the cross-sectional design of the study captures data at a single point in time, which 

may not reflect changes in awareness and behaviours over time. External factors, such as recent 

media coverage on drug safety, could have influenced the responses at the time of data 

collection. 

5.4 RECOMMENDATIONS FOR FUTURE STUDY 

For future studies, it is recommended to expand the research beyond Dublin to include a 

broader geographic area, ensuring the findings are more generalizable. Including older adults, 

particularly those over 55, would provide insights into a demographic that was 

underrepresented in this study. Additionally, alternative data collection methods, such as paper 

surveys or telephone interviews, should be considered to include individuals without internet 

access or email, thereby capturing a more diverse and representative sample. Future research 

should also explore longitudinal designs to track changes in public awareness and ADR 

reporting behaviour over time, offering a more dynamic understanding of these issues. 
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