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ABSTRACT
This study addresses non-compliance issues with regulatory standards in healthcare settings, seriously affecting patient safety, undermining organizational 
integrity and eroding public trust in healthcare systems. The primary purpose of this research is to emphasize the significance of compliance within the 
healthcare sector and to make actionable recommendations for healthcare organizations to achieve higher compliance with the regulatory guidelines and 
improve ethical operational practices. A qualitative research methodology was employed to accomplish these objectives, specifically utilizing document 
analysis as the primary research method. This approach systematically reviews secondary data sources, including compliance policies, regulatory documents, 
and pertinent academic literature, that involve a detailed review of the compliance landscape within different healthcare contexts. This study is based on three 
primary theoretical perspectives – Regulatory Compliance Theory, which elucidates the legal responsibilities of healthcare organizations, Risk Management 
Theory, which addresses the necessary strategies to minimize risks of non-compliance, and Transformational Leadership Theory, which emphasizes the role 
of ethical leadership in encouraging a climate of compliance. These theories provide a robust framework to understand how regulatory adherence can be 
implemented most effectively within healthcare institutions. The findings of this study show that there is a lack of compliance of healthcare organizations and 
managers with the existing regulatory standards resulting into higher cases of patient safety violations and higher legal implications for these organizations. 
This underlines the necessity of comprehensive compliance training programs and proactive leadership efforts to ensure better compliance with rules to 
restore confidence in healthcare services and better patient outcomes. Therefore, this research adds insights into the complexities of healthcare compliance 
and pathways suitable for improvements.

Introduction
Healthcare is an essential cornerstone of society, significantly 
contributing to the welfare and longevity of individuals. Access 
to effective healthcare services safeguards human life and bolsters 
social and economic stability by alleviating disease burdens, 
enhancing labour productivity, and promoting overall societal 
growth [1]. With the progression of medical science, healthcare 
systems globally encounter escalating expectations for enhanced 
service standards, efficiency, and ethical accountability. These 
demands require strong regulatory frameworks to ensure healthcare 
providers follow best practices, ethical norms, and compliance 
standards that protect patient safety and maintain public trust [2].

Ethics and compliance in healthcare are fundamental elements 
that determine the quality and integrity of medical services. 

Ethical principles regulate patient care, guaranteeing that 
persons are treated with dignity, respect, and equity. Compliance 
ensures that healthcare institutions conform to established 
rules, regulations, and policies to uphold high standards of 
care and operational transparency [3]. Compliance frameworks 
encompass all facets of healthcare, including patient safety 
protocols, data privacy regulations, and certification standards. 
These criteria are essential for preventing medical misconduct, 
safeguarding sensitive patient information, and guaranteeing fair 
access to healthcare services [4].

Notwithstanding rigorous requirements, numerous healthcare 
organizations encounter difficulties in achieving complete 
compliance. Discrepancies in regulatory enforcement, inadequate 
training, and resource limitations result in substantial gaps 
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in compliance [5]. Non-compliance often increases patient 
risks, legal consequences, and financial penalties. Superior 
levels of patient care and institutional integrity require that 
healthcare providers constantly adapt to changes in the rules and 
regulations. Failure to adhere to these rules erodes public trust 
and undermines healthcare results.

While developed countries like Canada have well-structured 
compliance systems supported by governmental oversight 
and institutional frameworks, the Middle East and North 
Africa (MENA) region faces distinct challenges. The rapid 
growth of healthcare infrastructure in the MENA area often 
has outpaced regulatory adjustments, leading to discrepancies 
in compliance between urban and rural healthcare settings 
[6]. Healthcare facilities differ in adherence levels because 
of inconsistent enforcement of regulations, limited access to 
compliance training, cultural disparities, and budget limitations. 
Consequently, there is heterogeneity among patients regarding 
treatment and outcomes, legal liabilities for institutions and 
financial sanctions for non-compliance.

Non-compliance has negative consequences in terms of financial 
penalties and ethical and medical issues. For example, major 
companies like Johnson & Johnson, Siemens, and General 
Electric have faced significant fines due to compliance failures, 
highlighting the urgent need for healthcare institutions to 
strengthen regulatory adherence and ethical standards. One of 
the prevalent difficulties is insufficient compliance frameworks, 
which have caused patient safety violations, manipulation 
of medical information, and fraudulent activities. Institute 
of Medicine indicated that compromised patient trust and 
diminished efficiency in healthcare delivery can occur when 
Healthcare facilities do not oblige set laws [7]. Enforced ethical 
compliance in healthcare is vital because having high standards 
for healthcare practice and people’s health is crucial.

Compliance issues need to be examined more comprehensively 
in light of the growing complexity of healthcare delivery and 
changes in legal and ethical factors. This calls for understanding 
regulatory frameworks, leadership responsibilities, and 
institutional hurdles that impede compliance. This study aims 
to understand the discrepancies in healthcare compliance 
between Canada and the MENA region, point out development 
areas, offer ways of promoting regulatory adherence and 
eventually facilitate the best healthcare outcomes globally [8]. 
This research attempts to find the best practices for adoption by 
different healthcare systems to produce a more robust, ethical 
and compliant healthcare environment.

Problem Statement
$14 billion was the fine imposed on healthcare institutions 
globally in 2022 due to non-compliance with regulations. In 
establishing healthcare standards, non-compliance is a growing 
global issue that affects patient safety, institutional integrity, 
legal accountability, and public trust. Moreover, patient safety 
violations are on the rise, as a 2023 report covering 287,997 
serious events showed a 25% jump in high-harm incidents in 
the previous year. These alarming trends prove the necessity of 
stricter compliance measures within healthcare systems. 

The general problem in healthcare compliance is that most 
providers do not adhere to international standards and best 
practices. The consistent lack of care consistent patient care, 
increased liability risk and eroded trust in the healthcare 
institution is a consequence of the misalignment. Gaps in 
regulation, lack of oversight and increasing complexity in the 
healthcare space all hinder organizations” compliance.

The specific problem is that many healthcare leaders do not have 
enough knowledge and expertise in compliance management. 
Leadership is fundamental in helping healthcare organizations 
remain in line with regulations, keep compliance programs 
in place, and create a culture of responsible ethics. However, 
limited training opportunities, insufficient regulatory awareness, 
and competing administrative priorities often prevent leaders 
from developing the capacity to adequately address compliance 
challenges. It is because of this particular reason that many 
healthcare facilities have outdated policies, imperfection risk 
management strategies, and suboptimal patient care practices.

These efforts’ compliance challenges can be addressed through 
organizational leadership training improvements, regulatory 
enforcement practice changes and comprehensive compliance 
frameworks. The purpose of this study is to help improve 
healthcare standards by identifying and reducing some of the 
most important compliance barriers and thus improving patient 
outcomes and the institution’s accountability.

Purpose of the Study
Healthcare compliance is critical for safeguarding patient safety 
and integrity of the institution, as well as maintaining ethical and 
legal propriety. It also involves following regulatory frameworks, 
ethical guidelines, professional standards of industry. However, 
non-compliance is a challenge as financial penalties, legal recourse, 
and compromised patient care follow [9]. The purpose of this 
study is to explore the importance of compliance within healthcare 
environment and recommendations to the applicable healthcare 
organizations and providers to achieve compliance with regulatory 
requirements and improve ethical and operational standards.

Consequences for noncompliance can be severe, ranging from 
patient harm, loss of trust, and financial liabilities. Consequently, 
this has led to over $14 billion in fines that global healthcare 
institutions are expected to pay in 2022 for violating regulatory 
policies [10]. Furthermore, incidents resulting in patient safety 
incidents have risen dramatically, as a 2023 report of 287,997 
serious occurrences showed in a 25 percent upsurge in high 
harm cases from the previous year [11]. In such a scenario, more 
stringent compliance measures and adherence to regulations 
have to be implemented.

This study seeks to help healthcare institutions and providers 
understand the importance of compliance issues and the 
application of appropriate strategies for adherence to 
international standards. This research will be analyzing the 
effects of compliance practices on patient safety and financial risk 
reduction and promoting positive change in the modern society. 
One fundamental aspect towards maintaining institutional 
credibility and improving patient trust is maintaining compliance 
across healthcare systems when providing service delivery.
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Research Methodology
This study employs a qualitative research methodology to 
explore the complexities of healthcare compliance by analyzing 
secondary data from documented reports, regulatory frameworks, 
policy documents, and academic literature. Qualitative research 
is appropriate for studies that aim to understand human behaviors, 
institutional processes, and contextual factors in-depth rather 
than relying solely on numerical data [12]. This section outlines 
three commonly used qualitative research methods, ethnographic 
research, phenomenological research, and document analysis, to 
demonstrate the theoretical foundation of qualitative inquiry. 
However, only document analysis will be applied in this study, 
as it aligns best with the available data sources and research 
objectives.

Ethnographic Research
Ethnographic research is a method rooted in anthropology that 
involves prolonged observation of individuals in their natural 
settings. It is typically used to examine behaviors, cultural 
norms, and social interactions within specific communities or 
institutions. In a healthcare context, ethnographic research could 
provide deep insights into how healthcare professionals interact 
with compliance protocols in real-time, offering practical 
understanding of both adherence and resistance [13]. However, 
ethnography requires extended access to healthcare facilities and 
personnel, along with ethical approval for in-person observation. 
Given the logistical, ethical, and time-related constraints of this 
study, ethnographic research is not a feasible method and will 
therefore not be employed.

Phenomenological Research
Phenomenological research seeks to understand and describe 
how individuals experience a specific phenomenon. In this case, 
it could be used to investigate how healthcare professionals 
and compliance officers perceive and interact with regulatory 
guidelines in their work environments [14]. This method is 
highly effective in capturing rich, first-person narratives and is 
typically conducted through in-depth interviews or focus groups. 
However, this study does not involve direct interviews, personal 
storytelling, or primary data collection from participants. 
As such, while phenomenological research offers valuable 
methodological insights, it is not suitable for the current research 
and will not be applied.

Document Analysis
The primary and only method used in this study is document 
analysis. This qualitative approach involves the systematic 
examination and interpretation of written, visual, or digital 
content to identify recurring themes, patterns, gaps, and insights 
[15]. For this study, document analysis will focus on publicly 
available materials such as healthcare compliance policies, audit 
reports, legislative documents, case studies, and peer-reviewed 
academic articles. The goal is to extract relevant information 
regarding compliance challenges, trends, and best practices 
across different healthcare systems and institutions.

Document analysis is especially suitable when primary data 
collection is not possible and when the available secondary 
data is robust and credible. It allows researchers to examine 
how compliance is structured, implemented, and monitored 
within various healthcare contexts. Furthermore, it enables the 

identification of strengths and deficiencies in current practices 
without requiring physical presence or direct interaction with 
participants. Given the study’s reliance on secondary sources 
and absence of fieldwork or interviews, document analysis is the 
most appropriate method for achieving the research objectives.

Through the application of document analysis, this study 
will develop an evidence-based understanding of healthcare 
compliance, its institutional contexts, and areas for improvement. 
The findings will help inform practical strategies to enhance 
compliance mechanisms and promote ethical standards in 
healthcare delivery.

Literature Review
The healthcare sector requires professionals to preserve patient 
safety and maintain moral principles and legal and regulatory 
requirements for compliance. Healthcare organizations that fail 
to follow existing healthcare sector regulations face multiple 
adverse outcomes that may result in financial penalties, legal 
repercussions, tarnished reputations, and patient safety incidents. 
This literature review explores three main theoretical approaches 
for compliance research: Regulatory Compliance Theory, Risk 
Management Theory, and Transformational Leadership Theory. 
Theories explain different implementations of compliance 
and risk mitigation practices that led to the current ethical 
responsibility standing among healthcare organizations. Based 
on previous research and case studies, this analysis demonstrates 
how compliance risk mitigation, and leadership influence how 
healthcare responds to regulations and maintains regulated 
standards of care.

Regulatory Compliance Theory in Healthcare
The Regulatory Compliance Theory establishes organizations’ 
mandatory legal responsibility to fulfill requirements from 
governing bodies through established laws and regulations. 
Healthcare entities must comply with national and international 
regulations to ensure operational integrity, data security, and 
patient care safety [16]. Healthcare organizations operate under 
multiple laws, which include the Health Insurance Portability 
and Accountability Act (HIPAA) for American healthcare 
institutions and the General Data Protection Regulation (GDPR) 
for European healthcare services, as well as various national 
healthcare quality and safety regulations [17]. The current 
regulations focus on managing basic healthcare procedures, 
protecting patient privacy, and maintaining quality ethical 
healthcare standards.

The lack of regulatory compliance triggers legal consequences, 
financial expenses, and reputation damage [18]. Research shows 
that regulatory compliance drives better healthcare outcomes 
through standardized care procedures, eliminating patient 
procedural variations. Research by Weske et al. demonstrates 
that medical facilities maintaining high regulatory adherence 
demonstrate reduced rates of patient safety violations compared 
to facilities with weak compliance practices [19]. A well-
structured compliance system is essential to control risks and 
improve healthcare service quality delivery.

Furthermore, regulatory compliance goes beyond legal 
requirements to ethical obligations. Ethical considerations, 
including informed consent, patient confidentiality, and fair 
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treatment, are part of the day–to–day work of nursing prescribed 
by compliance frameworks to protect the rights and dignity of 
the patient [20]. When compliance is not integrated into the 
proposed ethical frameworks, organizations lose patients’ and 
stakeholders’ trust, seriously damaging long-term company 
operations. Furthermore, it has been proved that including 
compliance within their ethical framework has increased patient 
satisfaction and confidence levels in the health system.

The increasing use of technology in healthcare has highlighted 
the importance of compliance rules. Health organizations must 
fulfill data protection requirements before using telemedicine 
technologies and electronic health records (EHRs). Telemedicine 
platforms face potential cyberattacks and possible disclosure 
of sensitive data, which triggers substantial financial penalties 
due to data protection requirements. Healthcare organizations 
failing to meet cybersecurity standards increase the risk of data 
breaches and lead patients to lose trust while precipitating legal 
action against the institution [21].

The compliance framework incorporates patient-centered care 
models, which establish patient participation during decisions 
while maintaining open public medical procedures. Integrating 
these models into compliance systems improves healthcare 
provision and ethical medical practices [22]. Consequently, 
regulatory compliance is a legal necessity, sound ethical value, 
and foundation for ethical healthcare delivery and patient safety.

Risk Management Theory in Healthcare Compliance
Risk Management Theory identifies, assesses, and mitigates risks 
to minimize adverse outcomes. Compliance-related healthcare 
issues include financial penalties, malpractice lawsuits, data 
breaches, and compromised patient safety [23]. Through effective 
compliance programs, proactive risk management addresses an 
institutional vulnerability by ensuring adherence to legal and 
ethical standards while reducing institutional vulnerabilities 
[24]. In contrast to other parts of the economy, healthcare risks 
tend to be very high, with failure having profound consequences, 
ranging from physical harm to the loss of a patient’s life.

Advanced risk assessment models are needed due to the 
increasing complexity of healthcare regulations. Research shows 
that hospitals with structured risk management frameworks like 
Enterprise Risk Management (ERM) are more resilient when 
faced with compliance challenges [22]. Predictive analytics are 
integrated into these models to identify potential compliance 
failures before they become significant threats. Artificial 
intelligence and machine learning through predictive analytics 
have helped prevent these risks by identifying risks through 
trends in patient data before these risks against compliance 
occur [18].

Electronic health records (EHR) management serves as an 
example. Healthcare organizations face substantial fines because 
of their non-compliance with data protection regulations. 
The Healthcare Compliance Association reported 2019 that 
organizations that did not comply with data security regulations 
paid more than 2 billion dollars in global fines [21]. Patient data 
security and institutional trust require that risk management 
principles become foundational to compliance strategies 
for protecting data security and institutional trust. Research 

demonstrates that adopting risk management approaches based 
on compliance standards helps reduce medical errors while 
enhancing healthcare delivery quality. 

Risk management demonstrated its critical role in healthcare 
compliance through the COVID-19 pandemic. Healthcare 
organizations needed to adapt their operations quickly to 
evolving regulatory compliance measures and emergency 
response systems while keeping patient safety as their paramount 
priority during these regulatory changes. Healthcare institutions 
with established risk management frameworks handled the 
crisis better, maintaining continuous healthcare delivery while 
adhering to regulatory standards. Proactive risk management 
strategies are essential for safeguarding compliance during 
unexpected and unanticipated health emergencies.

Transformational Leadership and Compliance in Healthcare
Transformational Leadership Theory focuses on visionary 
leadership practices, employee motivation strategies, and 
organizational transformation efforts. Transformational leaders 
are crucial in developing compliance practices within healthcare 
organizations [25]. Leaders who adopt transformational 
approaches establish definite guidelines, deliver continuous 
education programs, and promote ethical choices among 
healthcare staff [26]. Applying transformational leadership 
fosters efficient organizational operations and satisfied employees 
who demonstrate substantial compliance and dedication to their 
work environment.

Transformational leadership practices lead to better compliance 
outcomes in healthcare through their ability to enhance 
transparency while establishing higher accountability and more 
substantial ethical standards across health systems. According 
to Arrison, transformational leaders in healthcare institutions 
maintain better compliance standards with superior patient 
safety outcomes [18]. Transformational leaders successfully 
develop ethical work cultures by granting staff members the 
capacity to meet their responsibilities for both compliance rules 
and patient safety.

Additionally, transformational leadership facilitates effective 
communication between regulatory bodies and healthcare 
organizations. Leadership collaboration between healthcare 
industry executives, compliance officers, and policymakers 
ensures that organizations stay current with evolving healthcare 
regulations, according to Arrison [18]. The organizational 
deployment of proactive compliance initiatives safeguards 
businesses from non-compliance consequences and expresses 
their dedication to ethical operations. Hernandez et al. validate 
that healthcare organizations under robust transformational 
leadership encounter reduced compliance breaches together 
with enhanced standards of patient care.

Implementing employer training and workplace participation 
is vital for compliance evolution under transformational 
leadership models. Transformational leadership-based employee 
training focuses on sustained policy education, which enables 
workers to uphold regulatory requirements. Studies indicate that 
training methods focused on leadership reduce both compliance 
violations and enhance patient safety standard adherence when 
implemented under transformational leadership [27]. Leadership 
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is the core organizational force that establishes cultures focused 
on adherence to standards.

The Interconnection of Compliance Theories in Healthcare
Integrating Regulatory Compliance Theory with Risk 
Management Theory and Transformational Leadership reveals 
the multiple intricacies of healthcare compliance. Successful 
compliance strategy development depends on achieving 
equilibrium between mandatory laws and risk control systems 
with ethical leadership principles [28]. A comprehensive 
compliance strategy enables healthcare organizations to handle 
complex regulatory demands, achieving regulatory alignment 
and patient care excellence.

Healthcare institutions throughout various regions highlight the 
need for healthcare systems to implement robust compliance 
measures. Bakare et al. observed a decrease in patient safety 
violations in countries that maintained strict regulatory 
frameworks, such as Canada and Germany, compared to regions 
with less stringent enforcement models [29]. The existing 
compliance differentiation highlights the need for regulators to 
implement urgent solutions that will enhance future compliance 
outcomes.

To improve future compliance, organizations must maintain 
ongoing educational programs and training sessions. Healthcare 
professionals need to stay knowledgeable about regulatory 
changes, ethical requirements, and risk management strategies 
because these concepts aid in their commitment to delivering 
the best possible care [27]. Organizations that provide 
comprehensive compliance training create stronger protection 
against legal risks and ethical threats with reduced instances of 
compliance violations.

The literature review identifies Compliance with Healthcare as 
its main subject and analyzes Regulatory Compliance Theory 
combined with Risk Management Theory and Transformational 
Leadership. Effective healthcare compliance strategies rely on 
a holistic framework combining legal act coverages, proactive 
risk management systems, and ethical leadership practices. 
Continuous regulatory supervision and structured compliance 
training under leadership-driven initiatives are essential for 
healthcare compliance improvement. A healthcare institution’s 
commitment to compliance enables safety risk prevention while 
safeguarding legal protection for the institution through entirely 
ethical healthcare delivery. Future studies should investigate 
how artificial intelligence and blockchain technology can 
enhance healthcare compliance mechanisms within systems. 
Study comparisons between national healthcare systems would 
provide essential knowledge about worldwide best practices in 
healthcare compliance.

Content Analysis of Recent Healthcare Non-Compliance Cases
Healthcare compliance refers to the process by which 
organizations abide by legal, ethical, and regulatory standards 
that ensure patient protection and transparency. Nevertheless, 
lapses in compliance can result in substantial financial 
penalties, reputational harm, and compromised patient safety. 
Compliance has been examined in the literature review through 
regulatory compliance theory, risk management theory, and 
transformational leadership theory. This section analyzes cases 

of real-world non-compliance of major healthcare companies, 
assesses the causes and consequences of regulatory breaches, 
and assesses how these companies responded. The theoretical 
frameworks discussed earlier are used to analyze each case.

Case 1: Pfizer Inc. – Kickbacks and False Claims ($60 
million)
In February 2025, Pfizer agreed to pay $60 million to resolve 
allegations that it paid illegal incentives to healthcare providers, 
which resulted in false claims submitted to federal healthcare 
programs [30]. According to the U.S. Department of Justice, the 
financial arrangements violated the Anti-Kickback Statute and 
the False Claims Act.

The failure of compliance resulted from a commercial culture 
skewed towards profit over legal and ethical guidelines. In 
pursuit of market share and revenue, executives ignored federal 
laws. The systemic lack of an internal whistle-blower system 
and cultivating aggressive sales tactics further embedded 
non-compliance into the organizational structure [30]. The 
compliance program did not work well enough, and supervisory 
control was inconsistent, absent, or deliberately circumvented. 
Internal emails and testimonies showed senior executives 
actively encouraged compensation schemes, revealing a 
conscious, strategic choice to sacrifice ethics.

Pfizer underwent substantial financial penalties and damage to 
its reputation. The settlement drew public outcry and further 
scrutiny from regulators and watchdog organizations. In addition, 
exposure to these practices harmed relationships with healthcare 
providers and raised questions about drug pricing and promotion 
ethics. Further investigations into other subsidiaries brought out 
more of a systemic problem with compliance oversight.

Pfizer implemented mandatory compliance training across 
departments, reinforced its internal audit systems, restructured 
compliance leadership roles, and established a dedicated ethics 
hotline. The company also increased transparency in reporting 
compliance data to shareholders and regulators. Pfizer committed 
to quarterly internal compliance reviews and invited third-party 
consultants to assess ongoing business practices independently.

This case illustrates Regulatory Compliance Theory in action, 
where legal violations lead to significant consequences. 
Risk Management Theory applies through Pfizer’s failure 
to anticipate and mitigate high-risk marketing practices. As 
per transformational leadership theory, the absence of ethical 
leadership facilitated misconduct by creating an environment 
tolerant of regulatory evasion.

Case 2: Magellan Diagnostics – Concealing Device Defects 
($32.7 million)
In October 2024, Magellan was fined $32.7 million for 
concealing defects in lead-testing devices that produced 
inaccurate results. The company was found guilty of felony 
fraud conspiracy and violations of the Food, Drug, and Cosmetic 
Act [31]. The leading cause was the hiding of research results 
that revealed defects in their products. Magellan leadership 
chose to withhold performance deficiencies from the FDA 
while focusing exclusively on continued sales and customer 
satisfaction initiatives. The organization canceled regulatory 
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reporting processes while blocking staff from submitting quality 
assurance reports. The company operated under a management 
culture that prevented employees from reporting technical 
issues while failing to implement functional safety checklists or 
feedback mechanisms [31].

The inaccurate blood lead level results from Magellan reached 
thousands of patients, including children, leading to delayed 
detection and response for lead poisoning situations. The incident 
caused severe damage to public health outcomes while costing 
the company both public standing and regulatory certification 
[31]. The situation sparked major public interest in post-market 
medical device oversight protocols. The medical device crisis 
prompted affected families to file legal action as congressional 
hearings analyzed the oversight deficiencies within device 
monitoring.

Magellan agreed to comprehensive reforms, including 
overhauling its product safety protocols, mandatory retraining 
of all technical and regulatory staff, and ongoing reporting to 
the FDA. A consent decree required continuous monitoring by a 
third-party auditor. The company also introduced a new internal 
compliance task force and adopted open reporting channels to 
encourage employee feedback. Regulatory Compliance Theory 
is evident in the violation of FDA requirements. The failure to 
act on known risks is a core breakdown under Risk Management 
Theory. Transformational Leadership Theory is relevant due 
to the absence of ethical decision-making and transparent 
communication from leadership.

Case 3: Valmar Support Services – Patient Negligence ($1.9 
million)
In January 2025, Valmar, an Australian NDIS provider, was fined 
for negligence after a resident died due to improper mealtime 
management. The company failed to adhere to safety protocols, 
resulting in preventable harm [32]. The cause of distress was 
operational neglect and lack of regulatory accord. There was no 
training for staff in managing dietary-related risks for vulnerable 
individuals, and care plans were not documented adequately. 
Clinical assessment and care delivery presented a significant 
communication gap. The Guardian reported that Valmar had 
no centralized risk management strategy and did not perform 
periodic audits of high-risk activities such as feeding assistance 
[32].

There was a strong public reaction, with national media covering 
failures in the disability care sector. The incident triggered further 
investigations into other providers and prompted a reassessment 
of risk policies across the NDIS. Valmar suffered reputational 
damage and temporary operational hindrances. Advocacy groups 
for disability care-initiated reforms and demanded enforcement 
strengthening.

The provider introduced new risk management policies, 
increased staff-to-patient ratios, and mandatory competency-
based training for all care workers. Supervisory roles were added 
to oversee adherence to individualized care plans. A compliance 
officer was employed to oversee risk mitigation strategies, 
and management was forced to report monthly to regulatory 
authorities. This case illustrates Regulatory Compliance Theory 
through the breach of safety standards. It is consistent with risk 

management theory due to the risk of abandoned patient care. 
Leadership failed to foster a culture of accountability, a key 
element of Transformational Leadership.

Case 4: Advocate Health Care – HIPAA Violations ($5.55 
million)
Advocate Health Care faced a $5.55 million fine after security 
breaches exposed the personal data of nearly 4 million patients. 
The incidents involved theft of unencrypted laptops and network 
intrusions [33]. The core issue was systemic underinvestment in 
cybersecurity infrastructure. The organization lacked encryption 
policies, did not provide regular cybersecurity training to staff, 
and failed to monitor access to sensitive patient information. 
There was also a poor understanding of compliance obligations 
under HIPAA [33]. The organization had outdated legacy 
systems, minimal access controls, and no incident response 
team.

The breach raised widespread alarm about privacy in electronic 
health records. Patients filed lawsuits, and regulatory scrutiny 
increased. It also decreased patient satisfaction scores and 
increased the costs of breach notification and identity protection 
services. Media coverage amplified concerns about digital 
vulnerabilities in health systems.

The Advocate initiated a complete IT security overhaul, 
appointed a Chief Information Security Officer (CISO), and 
adopted company-wide modules for compliance [33]. Bi-annual 
independent reviews of security practices were scheduled to 
audit the security processes. Employees were provided with 
hands-on training in data management, and encryption tools 
were installed throughout the organization.

This violation reflects Regulatory Compliance Theory in the 
context of HIPAA non-compliance. Risk Management Theory 
is relevant due to the oversight in digital security. Leadership 
shortcomings are evident in the lack of proactive investment in 
IT safeguards, accountability structures, and incident response 
mechanisms.

Case 5: Acadia Healthcare – Improper Billing ($19.85 million)
In September 2024, Acadia Healthcare paid nearly $20 
million to settle allegations of billing federal programs for 
unnecessary inpatient behavioral health services. Internal 
investigations revealed that billing procedures were designed to 
maximize reimbursement rather than reflect medical necessity 
[34]. Staff were pressured to classify admissions as inpatient 
without proper documentation. The compliance department 
lacked the authority and resources to enforce proper review. 
Clinical staff reported admitting patients who did not meet 
inpatient criteria, driven by quota expectations.
Acadia’s actions compromised the integrity of behavioral 
health practice and created controversy about the misuse of 
federal funds. The case led to audits of other behavioral health 
facilities and raised ethical concerns about patient admissions 
[34]. Insurers and regulators cautioned, and class-action lawsuits 
were filed.

The organization conducted a complete overview of its clinical 
documentation procedures, retrained staff in ethical coding, and 
replaced senior billing administrators. Third-party audits were 
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conducted to ensure that compliance will be maintained in the 
future. Acadia launched a whistleblower protection program 
to shield whistleblowers from retaliation [34]. Regulatory 
Compliance Theory is applicable due to fraud in federal 
programs. Risk Management Theory stresses the absence of 
billing monitoring. Unlike transformational leadership practices, 
leadership does not exemplify integrity and hold others 
accountable.

Case 6: Priory Hospital Roehampton – Safety Failures 
(£140,000)
In 2023, the Priory Hospital Roehampton was fined £140,000 
for inadequate patient safety measures after a patient death. The 
facility was described as disorganized, with critical care lapses 
[35]. The primary issues were chronic understaffing, ineffective 
leadership, and a failure to respond to repeated internal reports 
on safety hazards. Critical patient observations were missed, and 
emergency protocols were inconsistently applied. Staff morale 
was low, and communication between shifts was disjointed.

The patient’s death led to national inquiries into private 
psychiatric hospital operations. Media coverage eroded public 
confidence in mental health services, and the Care Quality 
Commission increased unannounced inspections across similar 
facilities [35]. Parliamentary hearings explored whether 
regulatory oversight of private hospitals was sufficient.

The Priory Group invested in clinical governance reforms, 
hired new ward managers, and introduced a mental health 
safety charter [35]. The hospital increased transparency by 
publicly releasing its quarterly incident reports. Staff underwent 
simulation training on emergency response protocols. This case 
highlights Regulatory Compliance Theory in the breach of 
care standards. It fits Risk Management Theory due to ignored 
warnings and inadequate supervision. Leadership failed to ensure 
safe operational environments, violating Transformational 
Leadership ideals.

Case 7: RC Ventures (BrightStar Care) – Excluded Employee 
($20,374)
RC Ventures, operating as BrightStar Care of Chattanooga, was 
fined for employing individuals excluded from participating 
in federal programs and billing for their services [36]. An 
outdated HR system and manual onboarding process failed to 
flag the employee’s ineligibility. There was no regular cross-
checking with the Office of Inspector General’s exclusion list, 
a basic compliance requirement for Medicare and Medicaid 
providers. The lack of HR oversight reflected a deeper issue of 
unstandardized hiring protocol [36].

While the violation was financially minor, it was symbolically 
important. It identified weaknesses in compliance for smaller 
providers and triggered discussion around digital verification 
tools for the industry. Specific networks temporarily suspended 
BrightStar, and as a result, the entire company’s workforce 
reverted.

notes that BrightStar implemented automated HR software 
connected to exclusion databases and conducted compliance 
workshops for hiring managers [36]. To address the risk early, 
monthly compliance updates were introduced. External HR 

consultants audited recruitment and credentialing practices. 
It is consistent with regulatory compliance theory because it 
represents a federal law violation. The inability to vet personnel 
violates Risk Management Theory. 

Cross-Case Analysis and Theoretical Synthesis
In each of the seven instances, there are uniform patterns. 
Regulatory Compliance Theory applies in every instance, as 
all the organizations were not compliant with legal rules that 
govern patient care, data privacy, billing, or safety. These 
organizations either disregarded easy compliance procedures or 
allowed cultures of non-compliance to grow unchecked. Risk 
Management Theory exists in various organizational failures to 
foresee and manage operational risks. Risk mitigation controls 
were underdeveloped or ignored, from cybersecurity to patient 
safety to improper billing [37]. Proactive measures were absent, 
and risk analyses, where performed, were not followed up on. 
Transformational Leadership Theory accounts for the bulk 
of the ethical failures. The majority of violations occurred 
in environments lacking moral leadership [38]. Sometimes, 
leadership actively enabled or looked the other way on 
infractions. Reactions to incidents routinely included leadership 
succession and training programs aimed at remaking culture, 
indicating acknowledgment of the influence of leadership [39-
41].

Conclusion
These breakdowns of practical compliance recognize the strong 
need for healthcare organizations to link daily operations 
with robust theoretical models. Compliance is not merely the 
avoidance of sanctions but guaranteeing patient safety and 
organizational integrity. Organizations must embed compliance 
in culture, enhance risk prediction mechanisms, and ensure 
leadership always remains bound by ethical guidelines.
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