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Abstract 
Legal and ethical aspects play an important role in a hospital's responsibility for patient 
safety. Hospitals are required to comply with various laws and regulations that 
guarantee quality medical service standards, including the Health Act and health 
accreditation standards. Compliance with these regulations reduces the risk of medical 
errors and ensures a safe and effective care environment. In addition, ethical aspects 
require hospitals and medical personnel to apply moral principles such as beneficence, 
non-maleficence, autonomy, and justice, which promote the welfare, rights, and justice 
of patients. By combining the fulfilment of legal obligations and ethical principles, 
hospitals can increase patient trust, prevent malpractice, and ensure the overall safety 
and well-being of patients. 
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Introduction 

Patient safety is one of the most important aspects of quality health care. Patient 

safety is an effort to avoid unnecessary injury or harm and to prevent or reduce the risks 

and unwanted effects of health care interventions. This includes various activities and 

operational standards in hospitals that aim to improve the quality of health services with 

a main focus on preventing medical errors, infections, and complications that can 

worsen the patient's condition (World Health Organization, 2009). Patient safety is the 

shared responsibility of all members of the medical team and hospital management, 

who must be committed to creating a safe healthcare environment through the 

implementation of evidence-based clinical practices and the continuous evaluation and 

improvement of existing service systems (Lopez, 2020). 

Patient safety in healthcare aims to ensure that patients receive effective care 

without the risk of unnecessary injury or complications. When patient safety comes first, 

the quality of care improves significantly, reducing the incidence of medical errors, 

nosocomial infections, and adverse events. Measures to improve patient safety, such as 

infection prevention policies, proper medication management, and protocols for 

performing surgical procedures safely, must continue to be implemented. This not only 
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protects patients from physical harm, but also increases their trust and comfort with 

the health care system (Taylor, 2022). 

In addition, patient safety has a direct impact on patient satisfaction and clinical 

outcomes as well as the operational efficiency of health facilities. Incidents that 

endanger patients can not only cause physical and emotional suffering, but can also 

result in significant additional costs, both in terms of further treatment and in terms of 

the legal and reputational impact on health institutions. By prioritising patient safety, 

healthcare facilities not only meet ethical and regulatory standards, but also ensure 

more effective use of resources, stimulate innovation in clinical practice, and strengthen 

community trust and participation in healthcare services (Annas, 1995). 

Hospitals as health service institutions have a great responsibility in ensuring that 

every patient receives safe and high-quality medical services. This is not only a practical 

requirement in hospital operations, but also an obligation that is regulated in terms of 

both law and health professional ethics (Kim, 2022). 

In legal terms, various regulations have been established to govern patient 

safety standards. Government laws and regulations require hospitals to comply with 

strict standard operating procedures in patient handling. In Indonesia, for example, Law 

No. 44 of 2009 concerning Hospitals and Regulation of the Minister of Health No. 11 of 

2017 concerning Patient Safety in Hospitals, underline the importance of patient safety 

as a fundamental component of health services. Violations of these regulations can not 

only lead to administrative or legal sanctions, but also cause a bad reputation for the 

institution concerned (Patel, 2025). 

In terms of ethics, basic principles such as nonmaleficence and beneficence 

require medical personnel to always prioritise the safety and welfare of patients in all 

their actions. Ethical healthcare demands a strong professional commitment to avoid all 

forms of malpractice or negligence that could endanger patient safety. In addition, 

professional ethics also emphasise the importance of honesty and transparency in 

communication with patients and their families, which can have a significant impact on 

patients' trust in healthcare institutions (Davis, 2020). 

However, the implementation of patient safety practices often faces various 

obstacles in the field. A lack of awareness and understanding of the importance of 

patient safety, limited human resources and technology, and a work culture that does 

not fully support patient safety are often the main obstacles to improving the quality of 

health services. In addition, conflicts between economic interests and patient safety are 

sometimes unavoidable, potentially creating ethical dilemmas for hospital management 

and medical staff (Ito, 2023). 

Therefore, an in-depth review of the legal and ethical aspects of a hospital's 

responsibility for patient safety is very important. By understanding the legal and ethical 

landscape governing this responsibility, it is hoped that hospitals can improve the 
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quality of services provided, ensure patient safety, and build high public trust in health 

institutions. 

 
Research Methods 

The study in this research uses the literature method. Literature research on the 

legal and ethical aspects of hospital responsibility for patient safety involves the 

identification, assessment, and critical analysis of various relevant academic and 

practical sources. This method includes searching scientific databases such as PubMed, 

Google Scholar, and licensed health journals to find articles, books, and legal documents 

relating to patient safety regulations, hospital legal obligations, and the accompanying 

ethical issues (Green et al., 2006); (Galvan & Galvan, 2017). The literature analysis also 

includes reviewing guidelines and standards set by health regulatory agencies, health 

laws, and case studies that evaluate the legal and ethical responsibilities of hospitals in 

maintaining and improving patient safety. This approach helps to gather a 

comprehensive view of how legal and ethical principles are applied in the operational 

context of hospitals to ensure the quality of safe and quality health services (Torraco, 

2005). 

 
Results and Discussion 

Legal Responsibility of Hospitals for Patient Safety 

The legal responsibility of hospitals for patient safety is an important element in 

a health system that focuses on providing maximum protection for patients during 

medical treatment. This concerns the suitability of medical actions carried out with 

established standards and preventive measures against all forms of negligence that can 

endanger patients. Hospitals are responsible for ensuring that all operational 

procedures are carried out properly, from general medical care to more complex 

interventions such as surgery (Zhao, 2023). 

The legal regulations governing patient safety in hospitals include health laws, 

medical practice guidelines, and policies set by health regulatory agencies. Hospitals are 

required to comply with these regulations to avoid the legal consequences that can 

arise from malpractice or negligence. Compliance with these regulations not only 

protects patients but also protects hospitals from potential litigation that could 

threaten their operations and reputation (Bell & Allen, 2023). 

In addition, hospitals must ensure that all medical and support staff receive 

adequate training and are kept up to date with the latest developments in healthcare. 

This training is important to ensure that each staff member is able to carry out their 

duties competently and in accordance with safety standards. Errors caused by a lack of 

knowledge or skills can be fatal to patients and create legal liability for hospitals (Agency 

for Healthcare Research and Quality (AHRQ), n.d.). 
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In the context of legal liability, hospitals must also have an effective incident 

reporting system. This reporting allows for early identification of potential problems 

and the taking of corrective action as quickly as possible. A transparent and non-punitive 

reporting system encourages staff to report errors or incidents without fear of personal 

repercussions. This is part of a strong patient safety culture and an important step in 

meeting the hospital's legal responsibilities (Hughes, 2008). 

Internal supervision and audits also play a key role in ensuring patient safety. 

Hospitals need to have a supervisory team or safety committee that regularly reviews 

compliance with standards and procedures and assesses the effectiveness of patient 

safety efforts. These audits help to identify systemic weaknesses and areas that need 

improvement and ensure that corrective actions are implemented correctly and in a 

timely manner (International Hospital Federation, 2015). 

Effective communication between medical personnel and patients is also an 

important aspect of the hospital's legal responsibility. Patients have the right to clear 

and adequate information about their health conditions, available treatment options, 

and possible risks. This transparency is not only an ethical aspect, but also reduces the 

risk of litigation because patients who receive complete information are more likely to 

give fully informed consent to the procedures they undergo (Vincent, 2010). 

In the event of medical error, the hospital's legal responsibility includes providing 

a fair solution and compensation for the injured patient. This involves a transparent 

investigation process, acknowledgement of the error that occurred, and remedial 

action to ensure that similar incidents do not happen in the future. Appropriate 

compensation is also part of the hospital's responsibility to reduce the negative impact 

of medical errors on patients and their families (Garcia, 2025). 

Overall, the hospital's legal responsibility for patient safety is a complex and 

multidimensional endeavour that requires the full commitment of all parties involved in 

healthcare. It is a responsibility that involves not only compliance with existing 

regulations but also a healthcare culture that is rights-based, transparent, and focused 

on continuously improving the quality of services. Thus, hospitals not only protect 

themselves from the risk of litigation but also ensure that they provide a safe and high-

quality environment for all patients. 

 

The Role of Ethics in Patient Safety 

Ethics play a very important role in ensuring patient safety in healthcare. As the 

moral foundation and principle governing medical practice, ethics provide guidance to 

healthcare workers in making sound and responsible decisions. This helps prevent 

behaviour that is detrimental to or disregards the interests of patients. In this context, 

ethics serve as a guideline for maintaining professional integrity and promoting respect 

for human dignity (Chua, 2021). 
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One of the important aspects of ethics in patient safety is the principle of respect 

for patient autonomy. Patients have the right to determine what is best for themselves, 

including the right to accept or refuse medical treatment. Health workers must respect 

the patient's decision after providing clear and complete information regarding their 

health condition, treatment options, and associated risks and benefits. By respecting 

patient autonomy, health workers play a role in maintaining their safety and well-being 

(Meisel & Kuczewski, 1996). 

Justice is another ethical principle relevant to patient safety. All patients have 

the right to safe and high-quality care regardless of social, economic, racial, or gender 

background. By applying the principle of justice, healthcare workers can ensure that 

there is no discrimination in the provision of care. This includes equitable access to 

medical resources and quality treatment so that patient safety can be guaranteed for 

all (Herzog, 2024). 

The principle of beneficence or doing good is also very important in medical 

ethics. Health workers must always act in the best interests of patients, ensuring that 

the actions taken provide the greatest benefit to them. Putting the safety and health of 

patients first is a major requirement. In addition, health workers must maintain 

professionalism and continue to improve their competence in order to provide the best 

and safest service for patients (Harris, 2025). 

Nonmaleficence, or not harming, is a principle that is in line with patient safety. 

In medical practice, health workers must avoid actions that can cause harm or loss to 

patients. Medical procedures must be carried out with great care and deep 

consideration to minimise risk to patients. Adherence to this principle encourages 

healthcare workers to constantly update their knowledge and skills in order to minimise 

medical errors (Williams, 2024). 

An attitude of transparency and good communication is also an important ethical 

aspect of patient safety. Patients should receive honest and open information about 

their diagnosis, treatment options, and possible risks. Good communication between 

healthcare providers and patients can build trust, reduce confusion, and improve 

cooperation in the treatment process. This will have a positive impact on creating a safe 

and effective treatment environment (Smith & Bronze, 2021). 

Responsibility and accountability are key elements in medical ethics relating to 

patient safety. Healthcare workers must be accountable for their actions and always be 

ready to evaluate and correct any mistakes that may occur. By holding themselves to 

high professional and ethical standards, they can maintain the quality of care and reduce 

risks to patient safety. A strong culture of safety must also be established throughout 

healthcare institutions (White, 2022). 

Finally, ethics in healthcare encourages the involvement of patients in the 

treatment process as active partners. Involving patients in medical decision-making, 

listening to their concerns, and respecting their preferences are important aspects of 
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ensuring their safety and well-being. In this way, patients feel valued and heard, which 

in turn strengthens trust and improves the quality of care. Well-applied ethical principles 

result in a safe, fair, and humane care environment for all patients. 

 

Correlation between Legal and Ethical Aspects in Patient Safety 

Patient safety is a critical issue in health services that involves various aspects 

including law and ethics. The legal aspects include regulations and standards set by the 

government and regulatory bodies to ensure that health institutions provide a safe 

environment for patients. The ethical aspects, on the other hand, involve the moral 

principles that guide the actions of health workers in making decisions that affect the 

welfare of patients (Leape & Berwick, 2005). 

At the most basic level, the legal aspect of patient safety functions as a 

mandatory framework that must be followed by all health practitioners. These laws and 

regulations are designed to protect patients' rights and ensure that they receive care 

that meets minimum safety standards. Failure to comply with these legal standards can 

result in serious sanctions, including fines and licence revocation (Chen & Yang, 2020). 

The ethical aspect of patient safety focuses on a moral commitment to practices 

that support and protect the health and well-being of patients. Principles such as 

respect for patient autonomy, justice, beneficence, and non-maleficence are the 

cornerstones of medical ethics. Adhering to these principles not only supports a good 

relationship between patients and healthcare providers, but also enhances the 

credibility of the healthcare profession as a whole (Nguyen, 2023). 

The correlation between law and ethics in patient safety is reflected in various 

practical work situations. For example, informed consent is a legal and ethical process 

that requires doctors to inform patients about the risks, benefits, and alternatives of 

the proposed medical procedure. Without fulfilling this obligation, healthcare providers 

not only violate the law but also the ethical principle of respecting patient autonomy 

(Cooper, 2010). 

The policy of reporting patient safety incidents is another example where law 

and ethics go hand in hand. Regulations require hospitals to report patient safety 

incidents, both minor and major, to prevent similar incidents from occurring in the 

future. Ethically, this reporting is important because it prioritises the long-term health 

and safety of other patients, demonstrating a commitment to beneficence and non-

maleficence (The Joint Commission, 2016). 

Challenges often arise when there is ambiguity or conflict between legal and 

ethical obligations. For example, in a medical crisis situation, a doctor may be faced with 

the difficult choice between complying with strict legal protocols or acting in 

accordance with what is ethically best for the patient's interests. This decision requires 

a balance between legal obligations and a deep moral commitment to patient safety 

and well-being (Wilson & Thompson, 2020). 
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Furthermore, the legal and ethical aspects of patient safety also influence the 

safety culture in a health institution. Strict regulations can strengthen the safety culture 

climate by ensuring that all staff understand and adhere to operational standards. 

Similarly, medical ethics training can increase awareness and understanding of the 

importance of patient safety as a moral responsibility inherent in every health service 

action (Martin, 2024). 

The close relationship between law and ethics in patient safety shows that the 

two complement and support each other in creating a safe and trusted care 

environment. Failure to understand and apply one of them can have a negative impact 

on the quality and integrity of the health services provided. This underlines the 

importance of continuing education for health practitioners to stay informed about the 

latest developments in medical ethics regulations and principles (Hughes, 2008). 

Thus, law and ethics play an integral role in ensuring patient safety. The 

combination of these two aspects helps to strengthen a health system that is effective 

and responsive to the needs of patients, while maintaining standards of professionalism 

and moral responsibility. A strong integration of these two aspects is the key to realising 

medical practices that are not only legally valid but also ethically correct. By 

understanding and integrating legal and ethical aspects into daily operations, 

healthcare workers can ensure that they not only comply with existing regulations but 

also respect the ethical values that underlie the medical profession. This will ultimately 

lead to continuous improvement in the safety and quality of care provided to patients. 

 

Conclusion 

Legal and ethical aspects in hospital responsibility for patient safety demand the 

fulfilment of quality medical service standards in accordance with regulations. Hospitals 

are required to comply with various laws and regulations, such as the Health Act and 

accreditation standards from health agencies. Adherence to these regulations ensures 

that every health facility practices safely and effectively, reduces the risk of medical 

errors, and creates an optimal care environment for patients. In addition, ethical aspects 

require hospitals and medical personnel to uphold fundamental moral principles such 

as beneficence, non-maleficence, autonomy, and justice. The principle of beneficence 

requires medical personnel to always strive to maximise benefits for patients, while non-

maleficence emphasises the importance of avoiding actions that can cause harm. 

Autonomy recognises the right of patients to make their own decisions regarding their 

care, while justice promotes equality and fairness in health services. 

Thus, the hospital's responsibility for patient safety is an integral combination of 

these two aspects. Fulfilling legal obligations ensures that hospitals act within the 

established regulatory framework, while adherence to ethical principles provides moral 

guidance in providing humane and equitable healthcare. This balance between law and 
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ethics is essential to increase patient trust, prevent malpractice, and ensure the overall 

safety and well-being of patients. 
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