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Abstract: Adverse drug reactions (ADRs) remain a substantial public health concern, contributing 
significantly to morbidity, mortality, and healthcare utilization. While existing pharmacovigilance 
research has largely emphasized clinical outcomes and surveillance mechanisms, considerably less 
attention has been paid to the social and psychological consequences of ADRs for patients and 
healthcare professionals. This qualitative study addresses this gap by exploring how pharmacists 
perceive and navigate the psychological, ethical, and safety-related dimensions of ADRs in real-world 
practice. The study employed a focus group design involving ten licensed pharmacists recruited from a 
state pharmacy association meeting. Participants received guiding questions in advance and engaged 
in facilitated discussion addressing patient psychological responses to ADRs, professional emotional 
and ethical challenges, and attributional interpretations of causality and responsibility. Thematic 
analysis revealed that ADR-related uncertainty frequently produces persistent patient anxiety, 
hypervigilance toward bodily sensations, and erosion of trust in medications and healthcare systems, 
with direct implications for medication adherence and safety. Pharmacists reported experiencing moral 
distress, emotional exhaustion, and reluctance to initiate difficult conversations when constrained by 
inefficient reporting systems and fear of blame. Attributional processes, both among patients and 
pharmacists, emerged as critical determinants of emotional responses, trust, and engagement with 
care. These findings suggest that ADRs should be understood not only as biomedical events but as 
psychologically mediated experiences with downstream safety and public health implications. 
Integrating structured uncertainty communication, supportive professional cultures, and 
psychologically informed pharmacovigilance practices may enhance patient trust, improve reporting 
accuracy, and strengthen population-level medication safety. 
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Introduction 
Adverse drug reactions (ADRs) constitute a critical challenge for medication management 
and public health, reflecting the inherent risks associated with pharmacotherapy in 
increasingly complex healthcare systems. As medication use expands in scope and intensity—
driven by aging populations, multimorbidity, and polypharmacy—the likelihood of 
unintended and harmful drug responses correspondingly increases. An adverse drug reaction 
is defined as an unintended, harmful response to a medication administered at normal doses 
for prophylaxis, diagnosis, or treatment (Kommu et al., 2024). Although ADRs are commonly 
framed as isolated clinical events, their implications extend well beyond immediate 
physiological harm, affecting patient safety, healthcare system performance, and population-
level health outcomes. 

Empirical evidence highlights the substantial public health burden associated with 
ADRs. In the United States alone, ADRs account for a significant proportion of emergency 
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department visits and hospital admissions and are associated with considerable preventable 
mortality (Kommu et al., 2024). These events place sustained strain on healthcare resources 
while complicating medication management across care settings. From a safety perspective, 
ADRs undermine the therapeutic benefits of medications and challenge clinicians’ ability to 
balance risk and benefit in individualized treatment decisions. Effective medication 
management therefore requires not only the prevention and detection of ADRs but also the 
capacity to respond to their downstream consequences. 

Importantly, the impact of ADRs extends into the psychological and social domains of 
patient experience. Patients who experience adverse reactions often report anxiety, fear of 
recurrence, loss of confidence in medications, and avoidance of future treatment. Such 
psychological responses can disrupt adherence, compromise chronic disease management, 
and amplify safety risks beyond the initial adverse event. These outcomes are frequently 
intensified by uncertainty surrounding ADR causality, particularly when clinicians cannot 
provide definitive explanations or assurances. The perceived opacity of pharmacovigilance 
systems may further erode patient trust, reinforcing feelings of vulnerability and loss of 
control. 

Healthcare professionals are similarly affected by the psychological and ethical 
dimensions of ADRs. Pharmacists, as central agents in medication management and safety 
monitoring, routinely confront the tension between optimizing therapeutic outcomes and 
mitigating harm. ADRs present pharmacists with complex professional challenges, including 
uncertainty in causality assessment, emotional burden associated with patient harm, and 
systemic barriers to effective reporting and prevention. Understanding how pharmacists 
perceive and navigate these challenges is essential for advancing patient-centered medication 
safety strategies and strengthening pharmacovigilance systems. By foregrounding the social 
and psychological consequences of ADRs alongside their clinical impact, this study situates 
medication safety within a broader public health framework that emphasizes trust, 
communication, and sustainable healthcare practice. 

Problem Statement 
Despite the high prevalence and severity of ADRs, current pharmacovigilance frameworks remain 
predominantly biomedical and event-focused, with limited attention to the social and 
psychological repercussions experienced by patients and healthcare professionals. In the United 
States alone, more than 1.25 million serious adverse events and approximately 175,000 associated 
deaths were reported to the FDA Adverse Event Reporting System (FAERS) in 2022 (Kommu et 
al., 2024). Moreover, ADRs account for approximately six emergency department visits per 1,000 
individuals, with over one-third of these encounters resulting in hospitalization, and an estimated 
three deaths per 1,000 hospital admissions attributable to ADRs (Kommu et al., 2024). 

While tools such as the Naranjo ADR Probability Scale and the CIOMS/RUCAM 
method provide structured approaches for causality assessment, their complexity and limited 
practicality in routine clinical settings hinder consistent application (Alomar et al., 2020). 
These limitations contribute to underreporting, diagnostic ambiguity, and delayed 
intervention, which can exacerbate patient distress and undermine professional confidence. 
Furthermore, the increasing prevalence of drug misuse and the emergence of novel 
psychoactive substances complicate signal detection and blur distinctions between therapeutic 
harm and misuse-related events (Schifano et al., 2016). 

Critically, little qualitative research has examined how pharmacists experience these 
challenges or how ADRs influence their professional judgment, emotional well-being, and 
interactions with patients. This gap constrains the development of holistic pharmacovigilance 
strategies that adequately address both clinical safety and psychosocial harm. 
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Purpose Statement 
The purpose of this qualitative focus group study is to explore pharmacists’ perceptions of the 
social and psychological impacts of adverse drug reactions on patients and healthcare 
professionals. Using a purposive sample of ten licensed pharmacists, the study seeks to examine 
how pharmacists interpret ADR-related harm, navigate causality uncertainty, and engage with 
pharmacovigilance systems in real-world practice. By eliciting in-depth perspectives through 
facilitated focus group discussions, the study aims to generate nuanced insights into the lived 
experiences and professional challenges associated with ADR identification, reporting, and 
patient communication. 

Significance of the Study 
This study is significant for several reasons. First, it addresses a critical gap in the 
pharmacovigilance literature by shifting the analytical focus from purely clinical outcomes to the 
social and psychological dimensions of ADRs. Understanding these dimensions is essential for 
fostering patient trust, promoting medication adherence, and mitigating long-term harm following 
adverse events. Second, pharmacists are uniquely positioned at the intersection of medication 
safety, patient education, and reporting systems; their insights can inform the design of more 
responsive and user-centered pharmacovigilance tools. Additionally, the findings may contribute 
to policy and practice by highlighting emotional and cognitive barriers to ADR reporting, such as 
fear of blame, moral distress, or perceived inefficacy of reporting mechanisms. As Alomar et al. 
(2020) emphasize, improving awareness, education, usability, and inter-organizational 
collaboration is vital to strengthening spontaneous reporting systems. Integrating pharmacists’ 
experiential knowledge can enhance these efforts and support the development of interventions 
that address both technical and human factors in drug safety. 

Nature of the Study 
This study will employ a qualitative research design grounded in an interpretive paradigm. A 
focus group methodology will be used to facilitate interactive discussion among participants, 
allowing shared experiences, divergent viewpoints, and collective meaning-making to emerge. 
This approach is particularly appropriate for exploring complex, emotionally laden phenomena 
such as ADRs, where social context and professional identity play a central role. The study will 
not seek to quantify the prevalence of ADR-related experiences but rather to understand how 
pharmacists construct meaning around these events, how they perceive their psychological and 
social consequences, and how these perceptions influence professional behavior. A thematic 
analysis approach will be used to identify recurring patterns, contradictions, and salient themes 
within the data. 

Psychological Effects of Adverse Drug Reactions 
Adverse drug reactions (ADRs) are widely recognized as a major contributor to morbidity, 
mortality, and healthcare utilization; however, their psychological consequences have received 
comparatively limited scholarly attention. Existing literature tends to foreground epidemiological 
prevalence and surveillance mechanisms, often treating ADRs as discrete biomedical events 
rather than experiences with enduring psychological and social ramifications. This imbalance 
obscures the full scope of harm associated with medication-related adverse outcomes and 
constrains the development of patient-centered pharmacovigilance practices. 

The sheer frequency and severity of ADRs provide an important contextual foundation 
for understanding their psychological impact. Reports from the U.S. Food and Drug  
Administration’s Adverse Event Reporting System (FAERS) indicate that more than 1.25 
million serious adverse events and nearly 175,000 deaths occurred in 2022 alone (Kommu et 
al., 2024). Additionally, ADRs account for a substantial proportion of emergency department 
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visits and hospital admissions, with a measurable risk of in-hospital mortality (Kommu et al., 
2024). These figures underscore not only a clinical burden but also repeated exposure to 
potentially traumatic healthcare encounters. Hospitalization following an unexpected 
medication reaction can precipitate fear, loss of perceived bodily control, and long-term 
anxiety related to future medication use, psychological outcomes that are rarely captured in 
pharmacovigilance databases. 

Psychological distress associated with ADRs is further intensified by uncertainty 
surrounding causality. Tools such as the Naranjo ADR Probability Scale and the 
CIOMS/RUCAM method offer structured approaches to determining whether a medication 
caused a specific reaction; however, their complexity limits routine use in clinical settings 
(Alomar et al., 2020). For patients, ambiguous explanations regarding the origin of harm may 
foster mistrust, confusion, and feelings of invalidation. From a psychological standpoint, 
uncertainty itself functions as a stressor, particularly when patients perceive that clinicians 
cannot definitively explain or prevent recurrence. This ambiguity may contribute to 
maladaptive coping responses, including medication nonadherence, avoidance of healthcare 
engagement, or heightened vigilance bordering on health anxiety. 

Healthcare professionals are not immune to the psychological effects of ADRs. The 
literature suggests that underreporting of adverse events is influenced not only by system 
inefficiencies but also by cognitive and emotional factors, including fear of blame, moral 
distress, and perceived futility of reporting efforts (Alomar et al., 2020). These emotional 
responses may be exacerbated when ADRs result in severe patient harm or death, placing 
clinicians in ethically and psychologically complex positions. While pharmacovigilance 
frameworks emphasize detection and reporting, they rarely address the emotional labor 
associated with managing adverse outcomes or communicating uncertainty to patients and 
families. The psychological impact of ADRs becomes even more complex in the context of 
drug misuse. Post-marketing surveillance literature highlights how misuse generates atypical 
ADR reporting patterns, complicating signal detection and obscuring true safety profiles 
(Dart, 2009; Schifano et al., 2016). For patients, adverse reactions linked to misuse or 
dependence may be accompanied by stigma, shame, and fear of disclosure, all of which can 
inhibit help-seeking behavior. These psychological barriers undermine both individual well-
being and the integrity of surveillance systems, as incomplete or delayed reporting reduces the 
visibility of emerging risks. 

From a psychological perspective, this gap reflects a broader failure to anticipate how 
pharmacological properties intersect with human behavior, vulnerability, and social context. 
Patients experiencing ADRs related to misuse often face compounded psychological harm, 
including addiction-related distress, social marginalization, and heightened risk of overdose. 
These outcomes highlight the limitations of pharmacovigilance models that prioritize 
pharmacological signals while neglecting behavioral and psychological dimensions. 

Efforts to strengthen ADR surveillance systems, including the integration of digital 
tools, pharmacogenetic data, and multi-source monitoring strategies, have the potential to 
mitigate psychological harm indirectly by enabling earlier detection and prevention of severe 
reactions (Alomar et al., 2020; Schifano et al., 2016). However, the literature suggests that 
technological innovation alone is insufficient. Without parallel attention to communication 
practices, clinician education, and patient engagement, enhanced surveillance may fail to 
translate into improved psychological outcomes. Educational initiatives targeting healthcare 
professionals and the public are therefore critical, not only for improving reporting accuracy 
but also for fostering a shared understanding of risk, uncertainty, and responsibility (Schifano 
et al., 2016). 

In summary, existing literature establishes ADRs as a significant public health concern 
but largely conceptualizes their impact in clinical and regulatory terms. The psychological 
effects of ADRs, manifesting as anxiety, mistrust, moral distress, and stigma, remain under-
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theorized and under-investigated. Addressing this gap requires a shift toward integrative 
frameworks that recognize ADRs as lived experiences shaped by uncertainty, communication, 
and social context. Such an approach is essential for advancing pharmacovigilance systems 
that protect not only physical safety but also psychological well-being. 

Uncertainty in Illness Theory and Adverse Drug Reactions 
Uncertainty in Illness Theory offers a compelling framework for understanding the psychological 
distress associated with adverse drug reactions (ADRs). The theory posits that uncertainty arises 
when individuals are unable to adequately structure, interpret, or predict illness-related events, 
particularly in situations characterized by ambiguity, complexity, or inconsistent information 
(Zhang, 2017; Mishel, 1990; Clayton, 2018; Mishel et al, 1991). In such contexts, uncertainty 
itself becomes a significant source of psychological distress rather than a temporary cognitive 
state (Zhang, 2017; Mishel, 1990; Clayton, 2018; Mishel et al, 1991). ADRs exemplify this 
dynamic, as they often occur unexpectedly and may not follow a predictable clinical trajectory. 
Unlike disease progression, which can sometimes be anticipated through diagnostic indicators, 
ADRs frequently emerge without warning, leaving patients struggling to make sense of what has 
occurred. 

The ambiguity surrounding ADR causality further intensifies uncertainty. Limitations in 
ADR assessment tools and variability in individual drug responses often prevent healthcare 
professionals from providing definitive explanations. Consequently, patients are left grappling 
with unresolved questions regarding why the reaction occurred, whether it will recur, and 
whether medications can be trusted in the future. Within the theoretical framework, this lack 
of explanatory coherence impedes adaptive coping and meaning-making (Zhang, 2017; 
Mishel, 1990; Clayton, 2018; Mishel et al, 1991). When uncertainty persists over time, it may 
evolve into chronic anxiety, heightened vigilance toward bodily sensations, and persistent fear 
of future harm (Zhang, 2017; Mishel, 1990; Clayton, 2018; Mishel et al, 1991). Patients may 
begin to interpret benign physical sensations as warning signs of another adverse reaction, 
reinforcing a cycle of anxiety and hypervigilance that undermines both psychological well-
being and medication adherence. Moreover, uncertainty related to ADRs can erode trust in 
healthcare systems and providers, particularly when communication is fragmented or 
inconsistent. Mishel (1990) emphasizes that credible information sources are critical in 
reducing uncertainty; thus, when clinicians are unable to offer clear guidance or express doubt 
themselves, patients may perceive a loss of control over their health outcomes. This erosion of 
trust may lead to avoidance of pharmacotherapy, reluctance to engage in shared decision-
making, and skepticism toward future medical recommendations. From this perspective, 
Uncertainty in Illness Theory underscores the importance of transparent communication and 
patient-centered explanations in mitigating the long-term psychological effects of ADRs. 

Moral Distress Theory  
Moral Distress Theory, originally articulated by Jameton, provides a useful lens for examining the 
psychological impact of ADRs on healthcare professionals, particularly pharmacists. The theory 
asserts that moral distress arises when individuals recognize the ethically appropriate course of 
action but are constrained from acting due to institutional, organizational, or systemic barriers 
(Wilson, 2018; Morley et al, 2021; Morley et al, 2022; Ko et al., 2018). In the context of ADRs, 
pharmacists often possess the clinical expertise to identify potential medication-related harm and 
the ethical commitment to safeguard patient well-being. However, inefficiencies in reporting 
systems, time constraints, insufficient institutional support, and fear of professional repercussions 
may prevent them from acting in accordance with their ethical judgment. 

When pharmacists encounter barriers that limit their ability to report ADRs, intervene 
promptly, or communicate openly with patients, moral distress may manifest as emotional 
exhaustion, frustration, and a diminished sense of professional efficacy. Repeated exposure to 
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such constraints can lead to disengagement from pharmacovigilance activities and reluctance 
to initiate difficult conversations with patients regarding medication risks. Over time, 
unresolved moral distress may contribute to burnout, cynicism, and withdrawal from patient-
centered practices (Wilson, 2018; Morley et al, 2021; Morley et al, 2022; Ko et al., 2018).  
Moral Distress Theory thus helps explain why underreporting of ADRs persists despite 
widespread recognition of its importance, highlighting the emotional costs of operating within 
systems that fail to support ethical action. 

Attribution Theory  
Attribution Theory offers insight into how individuals psychologically respond to adverse drug 
reactions based on how causality is assigned (Kok et al., 2014; Lewis, 2009; Harvey & Galvin, 
1984). According to this theory, individuals seek to explain unexpected events by attributing them 
to internal or external causes, and these attributions significantly shape emotional and behavioral 
responses (Kok et al., 2014; Lewis, 2009; Harvey & Galvin, 1984). In the context of ADRs, 
uncertainty regarding causation often leads patients to construct their own explanations in the 
absence of clear medical guidance. Some may attribute harm to provider negligence or 
pharmaceutical companies, resulting in anger, mistrust, and disengagement from healthcare 
systems. Others may internalize blame, interpreting the reaction as evidence of personal 
vulnerability or bodily failure, which can foster guilt, helplessness, and reduced self-efficacy. 

These attributional processes have profound implications for psychological well-being 
and future health behaviors (Kok et al., 2014; Lewis, 2009; Harvey & Galvin, 1984). External 
attributions may erode trust and fuel adversarial patient-provider relationships, while internal 
attributions can contribute to shame and avoidance of care (Kok et al., 2014; Lewis, 2009; 
Harvey & Galvin, 1984). Healthcare professionals are also subject to attributional dynamics, 
particularly in severe ADR cases. Pharmacists and clinicians may engage in self-blame, 
questioning their clinical judgment or decision-making, even when outcomes were not 
reasonably preventable. Such internal attributions can exacerbate moral distress and 
accelerate emotional exhaustion, especially in high-stakes or repeated adverse events. 
Attribution Theory therefore elucidates how interpretive processes surrounding ADRs 
influence both patient and provider psychological outcomes, reinforcing the need for clear 
communication and shared understanding of risk and causality. 

Methods and Study Design 
This study employed a qualitative focus group design to explore pharmacists’ perceptions of the 
psychological and safety-related impacts of adverse drug reactions (ADRs). A qualitative 
approach was selected to capture the depth, complexity, and contextualized meaning of 
pharmacists’ experiences, particularly as they relate to uncertainty, ethical tension, and causal 
interpretation. The design was informed by Uncertainty in Illness Theory, Moral Distress Theory, 
and Attribution Theory, which collectively guided the development of data collection instruments 
and analytic procedures. 

Participants and Setting 
Participants consisted of ten licensed pharmacists recruited from the VA state pharmacy 
association annual meeting. This setting was selected to facilitate access to a diverse group of 
practicing pharmacists representing a range of professional roles, including community pharmacy, 
hospital pharmacy, ambulatory care, and pharmacy management. Inclusion criteria required 
participants to be currently licensed and actively engaged in patient care involving medication 
management. Participation was voluntary, and all participants provided informed consent prior to 
data collection. 
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Data Collection Protocol 
Pre–Focus Group Preparation 
To enhance depth of reflection and reduce social desirability bias, individual data collection 
questions were distributed to participants electronically one week prior to the focus group session. 
Participants were instructed to review the questions independently and reflect on their 
professional experiences with ADRs. No written responses were collected in advance; instead, 
this preparatory step was intended to promote thoughtful engagement and richer discussion during 
the group session. 

The three guiding questions provided in advance were: 
1. How do you perceive the psychological impact of adverse drug reactions on patients, 

particularly when causality is uncertain? 
2. How do you experience emotional or ethical challenges when identifying, managing, 

or reporting adverse drug reactions? 
3. How do patients and healthcare professionals assign responsibility for adverse drug 

reactions, and how do these attributions affect safety and care outcomes? 
Focus Group Procedure 
A single 90-minute focus group was conducted in a private meeting room during the state 
pharmacy association conference. The session was facilitated by a trained qualitative researcher 
with expertise in healthcare ethics and patient safety. A semi-structured format was used, allowing 
the facilitator to guide discussion while encouraging interaction among participants. Ground rules 
emphasizing confidentiality, respect, and nonjudgment were established at the outset. The 
facilitator sequentially revisited each pre-distributed question, prompting participants to elaborate 
on their reflections and respond to one another’s perspectives. Probing questions were used to 
clarify meaning, explore emotional responses, and elicit concrete examples. The session was 
audio-recorded and professionally transcribed verbatim. 

Data Analysis 
Data were analyzed using reflexive thematic analysis. Analysis proceeded through the following 
steps: 

1. Familiarization: Transcripts were read repeatedly to achieve immersion in the data. 
2. Initial Coding: Meaning units related to psychological impact, ethical tension, and 

causality interpretation were coded inductively. 
3. Theoretical Mapping: Codes were examined in relation to the three guiding 

psychological theories to support analytic depth without imposing predetermined 
categories. 

4. Theme Development: Codes were clustered into themes that reflected patterned 
meanings across participants. 

5. Refinement and Definition: Themes were refined for internal coherence and clearly 
defined to articulate their conceptual boundaries. 

Overview 
Analysis yielded three overarching domains, corresponding to the guiding questions: (a) patient 
psychological responses to ADR uncertainty, (b) pharmacists’ moral and emotional experiences, 
and (c) attributional processes shaping safety outcomes. Across domains, findings revealed that 
psychological distress and medication safety are deeply interconnected, with uncertainty, ethical 
constraint, and causal interpretation serving as central mechanisms. 
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Patient Psychological Responses to ADR Uncertainty 
Participants consistently described ADRs as psychologically disruptive events, particularly when 
explanations were incomplete or probabilistic. Pharmacists observed that uncertainty surrounding 
causality and recurrence risk often persisted beyond clinical resolution, shaping long-term patient 
behavior. Anxiety, hypervigilance, and diminished trust in medications emerged as interrelated 
consequences. Pharmacists emphasized that patients frequently sought definitive answers that 
were not clinically feasible, and the inability to provide certainty intensified distress rather than 
alleviating it. 

Pharmacists’ Moral and Emotional Experiences 
Pharmacists articulated strong ethical commitments to patient safety yet described systemic 
barriers that constrained their ability to act on these commitments. Inefficient reporting systems, 
limited time, and fear of professional repercussions contributed to feelings of frustration and 
moral distress. Over time, participants reported emotional exhaustion and, in some cases, 
disengagement from pharmacovigilance activities. Notably, pharmacists described internal 
conflict between professional responsibility and institutional realities, which shaped both 
emotional well-being and safety practices. 

Attributional Processes and Safety Outcomes 
Participants emphasized that how ADRs were interpreted, by both patients and pharmacists, 
significantly influenced psychological and safety outcomes. Patients who attributed ADRs to 
provider or system failure often expressed anger and mistrust, while those who internalized blame 
demonstrated shame and avoidance of care. Pharmacists themselves reported engaging in self-
blame following severe ADRs, even when events were unpredictable. These attributional patterns 
were described as pivotal in shaping communication, reporting behavior, and long-term 
engagement with medication therapy. 
 
Qualitative Findings 
Data Collection Question 1 
How do pharmacists perceive the psychological impact of adverse drug reactions on 
patients, particularly in situations of uncertainty and ambiguous causality? 
Pharmacists described adverse drug reactions as events that frequently extend beyond physical 
harm to produce significant psychological consequences for patients. Participants emphasized that 
when explanations about causality and future risk were unclear, uncertainty often persisted and 
intensified emotional distress. Rather than resolving once symptoms subsided, ambiguity 
surrounding ADRs commonly shaped long-term anxiety, medication avoidance, and diminished 
trust in healthcare. These findings align with Uncertainty in Illness Theory, which emphasizes that 
the inability to interpret or predict health-related events functions as a sustained psychological 
stressor. 
 
Theme 1.1: Persistent Anxiety Driven by Uncertainty 
Theme Description 
Pharmacists observed that many patients experienced prolonged anxiety following an ADR when 
the cause of the reaction and the likelihood of recurrence could not be clearly explained. This 
anxiety was often characterized by repeated reassurance-seeking, rumination about future harm, 
and hesitation to initiate or continue medication therapy, even when clinically indicated. 
Illustrative Quote 
“Even when the physical symptoms go away, the anxiety doesn’t. Patients keep asking, What if 
this happens again? And honestly, sometimes we don’t have a definitive answer.” 
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Practical Recommendations 
1. Implement structured uncertainty communication by training pharmacists to 

acknowledge uncertainty openly while framing risk within known clinical boundaries. 
2. Establish routine post-ADR follow-up protocols that assess psychological well-being 

in addition to physical recovery. 
3. Develop patient-facing educational materials that explain probabilistic risk in plain 

language to reduce catastrophic interpretations. 
 
Theme 1.2: Hypervigilance Toward Bodily Sensations 
Theme Description 
Participants reported that ADRs often heightened patients’ awareness of bodily sensations, 
leading them to interpret normal or unrelated symptoms as indicators of another adverse reaction. 
This hypervigilance frequently increased anxiety, healthcare utilization, and difficulty resuming 
normal activities. 
Illustrative Quote 
“After an ADR, some patients read every sensation as danger. A headache becomes ‘another 
reaction,’ even when it’s unrelated.” 
Practical Recommendations 

1. Provide symptom differentiation counseling to help patients distinguish expected 
sensations from symptoms requiring medical attention. 

2. Create collaborative monitoring plans that clearly outline when action is necessary and 
when reassurance is appropriate. 

3. Integrate behavioral health referral pathways for patients exhibiting persistent health 
anxiety or symptom fixation. 

 
Theme 1.3: Erosion of Trust in Medications and Healthcare 
Theme Description 
Pharmacists frequently described how ADR-related uncertainty undermined patients’ trust in 
medications and healthcare providers. Once trust was compromised, patients often questioned the 
safety of all pharmacologic therapies, including those previously tolerated without difficulty. 
Illustrative Quote 
“Once trust is broken, it’s hard to rebuild. Patients start questioning every medication, even 
ones they’ve taken safely for years.” 
Practical Recommendations 

1. Emphasize transparency-centered counseling that prioritizes honesty and shared 
decision-making following ADRs. 

2. Promote continuity of care to ensure consistent messaging across providers and 
prevent conflicting explanations. 

3. Use pharmacist-led medication reviews as opportunities to rebuild trust through 
individualized risk–benefit reassessment. 

 
Data Collection Question 2 
How do pharmacists experience emotional and ethical challenges related to identifying, 
managing, and reporting adverse drug reactions? 
Pharmacists described ADR management as emotionally demanding, particularly when systemic 
barriers limited their ability to act in alignment with professional and ethical standards. 
Participants frequently articulated experiences consistent with moral distress, including 
frustration, helplessness, and ethical conflict when patient safety concerns could not be adequately 
addressed. 
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Theme 2.1: Moral Distress from System Constraints 
Theme Description 
Pharmacists experienced moral distress when institutional limitations, such as inefficient reporting 
systems, lack of time, or insufficient organizational support, interfered with their ability to 
prevent, manage, or report ADRs effectively. 
Illustrative Quote 
“You know something isn’t right, but the system makes it so hard to act. That eats at you over 
time.” 
Practical Recommendations 

1. Streamline ADR reporting workflows to reduce administrative burden and ethical 
friction. 

2. Allocate protected time for pharmacovigilance activities within pharmacists’ 
workloads. 

3. Engage organizational leadership to explicitly recognize ADR reporting as a core 
patient safety responsibility. 

 
Theme 2.2: Emotional Exhaustion and Burnout 
Theme Description 
Repeated exposure to ADR-related harm and unresolved ethical tension contributed to emotional 
exhaustion among pharmacists. Participants described feeling depleted by the cumulative 
emotional weight of managing adverse outcomes, even when their commitment to patient care 
remained strong. 
Illustrative Quote 
“After a while, you feel drained. You still care, but the emotional weight builds up.” 
Practical Recommendations 

1. Implement structured peer debriefing sessions following serious ADRs to process 
emotional impact. 

2. Incorporate burnout and moral distress screening into professional well-being 
programs. 

3. Offer resilience training focused specifically on coping with ethical stress and patient 
safety challenges. 

 
Theme 2.3: Reluctance to Initiate Difficult Conversations 
Theme Description 
Fear of blame, emotional escalation, or damaging patient relationships led some pharmacists to 
hesitate when initiating discussions about ADRs. This reluctance sometimes resulted in 
abbreviated or avoided conversations, limiting opportunities for patient understanding and safety 
improvement. 
Illustrative Quote 
“You don’t want patients to think you caused harm, even when you didn’t. That fear definitely 
affects how much you say.” 
Practical Recommendations 

1. Provide communication skills training focused on non-defensive, trauma-informed 
ADR disclosure. 

2. Foster a blame-free institutional culture that frames ADRs as system-level learning 
opportunities. 

3. Develop standardized ADR disclosure guidelines to support consistent and confident 
communication. 
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Data Collection Question 3 
How do pharmacists perceive patients’ attribution of responsibility for ADRs, and how 
do these attributions influence psychological and safety outcomes? 
Pharmacists emphasized that patients’ interpretations of ADR causality strongly influenced 
emotional reactions, trust, and future engagement with healthcare. Attribution Theory emerged as 
a useful framework for understanding how different causal explanations produced divergent 
psychological and safety outcomes. 
 
Theme 3.1: External Attribution and Mistrust 
Theme Description 
Patients who attributed ADRs to provider negligence or pharmaceutical industry failure often 
expressed anger, resentment, and disengagement from care, perceiving the reaction as evidence of 
systemic betrayal. 
Illustrative Quote 
“Some patients feel betrayed. They see the ADR as proof the system failed them.” 
Practical Recommendations 

1. Frame ADRs as multifactorial events during counseling to reduce oversimplified 
blame. 

2. Use restorative communication strategies, including validation and apology when 
appropriate. 

3. Increase transparency about medication safety monitoring to rebuild trust and 
confidence. 

 
Theme 3.2: Internal Attribution and Self-Blame 
Theme Description 
Some patients internalized responsibility for ADRs, interpreting reactions as signs of personal 
weakness or bodily failure. These interpretations were associated with shame, reduced self-
efficacy, and avoidance of future care. 
Illustrative Quote 
“They’ll say things like, ‘My body just can’t handle medicine,’ and you can hear the shame.” 
Practical Recommendations 

1. Normalize individual variability in drug response as a routine aspect of 
pharmacotherapy. 

2. Apply strength-based reframing to emphasize adaptability rather than deficiency. 
3. Establish mental health referral pathways for patients whose self-blame interferes with 

care engagement. 
 
Theme 3.3: Professional Self-Blame Among Pharmacists 
Theme Description 
Pharmacists reported internalizing responsibility for ADR outcomes, particularly in severe cases, 
even when events were clinically unpredictable or unavoidable. 
Illustrative Quote 
“You replay everything, wondering what you missed, even when you know you followed 
guidelines.” 
Practical Recommendations 

1. Provide reflective supervision to support emotional processing without self-blame. 
2. Educate pharmacists on the inevitability of some ADRs despite adherence to best 

practice. 
3. Adopt team-based accountability models that emphasize collective learning and 

system improvement. 
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Conceptual Model: Psychological Theories, Themes, and Outcomes 
Theoretical Foundations 

• Uncertainty in Illness Theory 
• Moral Distress Theory 
• Attribution Theory 

⬇	
Core Mechanisms 

• Ambiguity of causality 
• Ethical constraint within systems 
• Interpretation of responsibility 

⬇	
Identified Themes 

• Patient anxiety, hypervigilance, mistrust 
• Pharmacist moral distress and emotional exhaustion 
• External and internal attribution of blame 

⬇	
Psychological Outcomes 

• Chronic anxiety 
• Reduced trust in healthcare 
• Burnout and disengagement 

⬇	
Safety Outcomes 

• Medication nonadherence 
• Underreporting of ADRs 
• Compromised patient–provider communication 

⬇	
Intervention Targets 

• Communication strategies 
• System redesign 
• Supportive professional culture 

 
Alignment of Recommendations with Policy and Accreditation Standards 
The study’s recommendations align closely with existing safety and professional standards: 
	
Medication Safety and Reporting 

• Alignment: National patient safety goals and medication safety initiatives emphasize 
transparent reporting and learning from adverse events. 

• Application: Streamlined ADR reporting systems and protected reporting time 
support these goals. 

	
Professional Well-Being and Ethics 

• Alignment: Accreditation and professional organizations increasingly recognize 
burnout and moral distress as patient safety risks. 

• Application: Peer debriefing, reflective supervision, and resilience training address 
ethical sustainability in practice. 

	
Patient-Centered Care and Communication 

• Alignment: Standards for patient-centered care emphasize shared decision-making, 
clear communication, and respect for patient experience. 

• Application: Structured uncertainty communication, trauma-informed counseling, and 
trust-building interventions directly support these standards. 
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Continuous Quality Improvement 
• Alignment: Accreditation frameworks prioritize system-based accountability rather 

than individual blame. 
• Application: Team-based learning from ADRs and attribution reframing promote a 

just culture and continuous improvement. 
 

Implications of Addressing Adverse Drug Reactions 
This study underscores that adverse drug reactions (ADRs) are not solely clinical safety events 
but complex experiences with significant psychological, ethical, and public health consequences. 
Through the perspectives of practicing pharmacists, the findings illuminate how uncertainty, 
moral distress, and attributional processes shape both patient well-being and medication safety 
outcomes. By situating ADR experiences within established psychological theories, this research 
advances understanding of the human dimensions of pharmacovigilance and highlights the 
necessity of integrating psychological considerations into medication safety frameworks. 

Practical Implications for Pharmacy Practice and Healthcare Systems 
At the practice level, the findings demonstrate that pharmacists occupy a critical position in 
mediating the psychological impact of ADRs. Persistent patient anxiety, hypervigilance, and 
erosion of trust frequently emerge when ADR causality and recurrence risk remain unclear. These 
psychological responses have direct safety implications, including medication nonadherence, 
avoidance of necessary therapies, and increased healthcare utilization. Practical interventions, 
such as structured uncertainty communication, post-ADR psychological follow-up, and 
pharmacist-led medication reviews, can mitigate these risks by fostering understanding, 
reassurance, and shared decision-making. Embedding these practices into routine care has the 
potential to improve both patient experience and therapeutic outcomes. 

For pharmacists, the study highlights moral distress and emotional exhaustion as 
underrecognized contributors to compromised pharmacovigilance engagement. System-level 
barriers to ADR reporting not only impede safety monitoring but also erode professional well-
being, increasing the likelihood of burnout and disengagement. Practical strategies, including 
streamlined reporting systems, protected time for safety activities, and reflective supervision, 
are essential for sustaining ethical practice and maintaining a workforce capable of proactive 
safety surveillance. Addressing the emotional labor associated with ADR management should 
be viewed as a core component of patient safety rather than an ancillary concern. 

Public Health Implications 
From a public health perspective, the psychological dimensions of ADRs have far-reaching 
implications for medication safety, surveillance accuracy, and health system trust. Patient 
mistrust, avoidance of pharmacotherapy, and underreporting of adverse events undermine the 
effectiveness of post-marketing surveillance systems and obscure emerging safety signals. 
Similarly, clinician moral distress and fear of blame contribute to incomplete reporting and 
missed opportunities for early intervention. By addressing uncertainty, attribution, and emotional 
burden, health systems can improve the quality and completeness of ADR data, thereby 
strengthening population-level safety monitoring. 

Moreover, reducing the psychological harm associated with ADRs supports broader 
public health goals related to medication adherence, chronic disease management, and health 
equity. Vulnerable populations, including individuals with prior adverse experiences or 
limited health literacy, may be disproportionately affected by uncertainty and mistrust. 
Interventions that emphasize transparent communication, stigma reduction, and trauma-
informed care can help prevent the cascading effects of ADR-related distress on long-term 
health outcomes. 
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Integrating Psychological Safety into Pharmacovigilance 
The findings suggest that effective pharmacovigilance must extend beyond technical signal 
detection to encompass psychological safety for both patients and healthcare professionals. 
Incorporating training in uncertainty communication, ethical resilience, and attributional 
reframing into pharmacy education and continuing professional development can enhance 
clinicians’ capacity to manage ADRs holistically. At the organizational level, fostering blame-free 
cultures and aligning ADR management with patient-centered care standards can reinforce trust 
and accountability across healthcare systems. 

Conclusion 
In conclusion, addressing the psychological and ethical dimensions of ADRs is essential for 
advancing medication safety and protecting public health. By recognizing ADRs as lived 
experiences shaped by uncertainty, moral constraint, and causal interpretation, healthcare systems 
can implement more compassionate, effective, and sustainable approaches to pharmacovigilance. 
The integration of psychological insights into ADR management has the potential to improve 
individual patient outcomes, strengthen professional practice, and enhance the reliability of public 
health surveillance; ultimately contributing to safer medication use across populations. 
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