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ABSTRACT 

The incorporation of cutting-edge technologies, such as robotic surgery, artificial intelligence-driven diagnostics, and 

automated medical devices, is bringing about a revolution in the healthcare industry, but it also brings about substantial legal 

issues. The duty of care, which is a fundamental premise in the practice of medicine, needs to develop in order to 

accommodate these developments while simultaneously assuring the safety of patients and maintaining ethical standards.  In 

the context of high-tech medical practices, the ever-evolving legal doctrines and the obligations of healthcare professionals, 

technology developers, and institutions are being discussed. It addresses difficulties such as establishing the scope of duty 

of care, the complications of various stakeholders participating in patient care, and the legal ramifications of artificial 

intelligence and automation in the healthcare industry. The transition toward product liability frameworks for medical 

technologies, with a special emphasis on robotic surgery.  For the purpose of better managing the junction of technology and 

medicine, it is proposed that recommendations be made for improving legal and ethical oversight. These recommendations 

include the establishment of robust regulatory frameworks and the improvement of training for healthcare workers. The 

importance of dynamic legislative norms that guarantee both innovation and patient protection is emphasized in the chapter 

which highlights the fact that technological advancements are continuing.  A method that involves collaboration between 

specialists in the fields of law, medicine, and technology in order to protect the rights of patients in a healthcare setting that 

is becoming increasingly automated. 
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1. INTRODUCTION 

Robotic surgery has revolutionized clinical intervention by incorporating accuracy, improved control, and minimally 

invasive approaches into surgical procedures.  Originally designed to enhance surgical precision and mitigate human 

limitations like hand tremors, these devices have transformed into essential elements of modern surgical practice.  The rising 

desire for minimally invasive operations, expedited recovery periods, and improved clinical results has compelled hospitals 

globally to implement robotic systems. The inception of robotic-assisted treatments can be traced to the late 20th century, 

exemplified by pioneering devices such as the da Vinci Surgical System. This platform, sanctioned by the FDA in 2000, let 

surgeons to do operations via small incisions while observing high-definition 3D images of the inside region.  These devices 

enable clinicians to control robotic arms from a console, executing intricate maneuvers with enhanced flexibility compared 

to conventional tools. Progress in artificial intelligence, haptic feedback, and miniaturized components has significantly 

improved the functionality of robotic instruments. Currently, disciplines including urology, gynecology, cardiothoracic 

surgery, and orthopedics frequently utilize robotic devices to enhance procedural efficiency and accuracy.  The amalgamation 

of machine learning and real-time imaging has facilitated customized therapies predicated on particular patient anatomy and 

intraoperative occurrences. Although robotic surgery offers evident clinical advantages, it has also introduced considerable 

complication into medical treatment.  These methods necessitate a steep learning curve, rigorous training, and substantial 

investment in infrastructure and upkeep. Complications like as equipment malfunction, software inaccuracies, and the 

possibility of communication failures between human operators and robotic systems present additional facets of clinical risk. 

The implementation of robotic systems has prompted inquiries regarding accountability, proficiency, and informed consent. 

Patients must now evaluate not just the surgeon's proficiency but also the dependability of the technology. Concurrently, 

medical institutions are responsible for formulating uniform training regimens and ensuring their personnel are sufficiently 

equipped for this technological transition. It necessitates meticulous management of its intrinsic hazards and ethical 

dilemmas. As robotic systems gain autonomy and prevalence, the healthcare sector must consistently assess their impact on 

patient safety, legal liability, and surgical results. 
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1.1 Technologically Mediated Medical Procedures 

The increasing integration of advanced technologies into medical practices has introduced a complex array of legal 

considerations. As surgical procedures evolve through the adoption of robotics, artificial intelligence (AI), and data-driven 

decision-making tools, traditional frameworks of liability and responsibility are being challenged. These innovations, while 

offering clinical advantages, also introduce risks that demand updated legal interpretations. One of the central concerns 

revolves around accountability when errors occur. In conventional surgery, the attending physician bears direct responsibility 

for patient outcomes. However, when an autonomous or semi-autonomous system contributes to a clinical decision or 

surgical maneuver, determining fault becomes less straightforward. Legal systems must now distinguish between human 

misjudgment, software malfunction, or device failure, each carrying distinct consequences. Manufacturers, software 

developers, and healthcare institutions also face heightened scrutiny under product liability and negligence statutes. Unlike 

traditional medical instruments, robotic platforms often incorporate complex programming, real-time analytics, and 

sometimes adaptive algorithms. When these components malfunction or behave unpredictably, courts must assess whether 

proper safety standards were met during design, testing, and implementation phases. The question of informed consent 

becomes more nuanced. Patients must be clearly briefed not only about the procedural risks but also about the nature of 

technological involvement. Understanding the extent to which machines assist or make decisions is crucial in obtaining valid 

consent. Failure to disclose these details might lead to legal disputes centered on the adequacy of preoperative disclosure. 

Data privacy and cybersecurity also present legal challenges. Many modern surgical systems collect, transmit, and store 

sensitive patient data. A breach or unauthorized access to this information may result in violations of healthcare privacy laws, 

such as HIPAA or GDPR, depending on the jurisdiction. Ensuring robust data protection protocols is now a legal as well as 

an ethical imperative. Disparities in training and credentialing create additional exposure to litigation. Practitioners must 

demonstrate competence not only in medical knowledge but also in operating complex machines. Legal claims may arise if 

a complication is linked to inadequate familiarity with the technology used [1]. 

2. ROBOTIC-ASSISTED SURGICAL TECHNOLOGIES 

2.1 Human-Machine Interaction in the Operating Room 

Modern surgical suites are no longer confined to human expertise alone; they are increasingly defined by the collaborative 

operation between skilled practitioners and intelligent machines. This evolving partnership enhances procedural accuracy, 

reduces invasiveness, and optimizes patient outcomes. However, it also redefines traditional roles within the clinical 

environment, requiring a deep understanding of the interaction between human intent and robotic execution. In robotic-

assisted interventions, the physician retains ultimate control, serving as the primary decision-maker. Rather than physically 

manipulating instruments, the surgeon operates from a console, issuing commands that are translated into precise movements 

by robotic arms. These systems replicate hand motions in a filtered, tremor-free manner, allowing for enhanced dexterity in 

confined anatomical spaces. Though the machine performs the mechanical action, the judgment, planning, and real-time 

decision-making rest entirely with the operator. Preoperative planning, interpretation of intraoperative visuals, and adaptive 

responses to unforeseen complications remain firmly within the surgeon's domain. Therefore, mastery of both clinical 

knowledge and robotic interface operation is critical. The practitioner must continuously monitor the system’s behavior, 

interpreting feedback from haptic sensors, visual displays, and alert systems. Any misalignment, calibration issue, or 

deviation from expected function requires immediate human correction, underscoring the necessity of constant vigilance. 

While current surgical robots are largely dependent on user input, recent technological strides have introduced varying 

degrees of automation. These systems may assist with tasks such as suturing, cutting, or retraction based on pre-programmed 

parameters or real-time imaging. The sophistication of these tools lies in their ability to assist without fully replacing human 

oversight. Levels of autonomy in medical machines can be classified on a spectrum from telemanipulation, where the system 

merely replicates user motions, to semi-autonomous platforms that can execute subtasks once initiated by the surgeon. In 

some experimental settings, advanced prototypes are being developed that integrate artificial intelligence to suggest or initiate 

actions based on sensor data and prior outcomes. As autonomy increases, concerns regarding predictability, system 

transparency, and decision accountability intensify. Determining who or what is responsible for each action becomes more 

difficult as machines assume greater independence. This shift necessitates revaluation of training protocols, operational 

safeguards, and legal accountability structures [2,3]. 

2.2 Surgical Error in Robotic Operations 

Even while robotic systems have brought a level of precision and control to surgical environments that has never been seen 

before, they are not immune to surgical problems.  It is possible for errors to occur during robotic-assisted procedures due to 

the presence of a number of interdependent factors, including human judgment, machinery, and the integration of systems. 

When it comes to optimizing the effectiveness of technology-assisted interventions, gaining an understanding of these 

contributing aspects is vital for improving safety, reducing risk, and maximizing efficiency. It is possible for a surgical 

procedure to be considerably compromised by errors that are connected to either the software or the mechanical components.  

It is possible for these failures to include misalignment of the robotic arm, joint lockups, tool disengagement, or problems 

with the control of the camera.  On the software side, the continuity of the procedure can be disrupted by a number of different 
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things, including malfunctions in the interface, system freezes, or a loss of connection with the surgeon's console. In addition 

to power fluctuations, obsolete firmware, and poor hardware maintenance, operational interruptions can also be caused by 

these factors.  These technical irregularities not only lengthen the duration of the procedure, but they also have the potential 

to put the patient's safety in jeopardy if they are not handled immediately. Even though routine diagnostics and preoperative 

examinations are extremely important, they may not always accurately predict failures that occur when the patient is under 

strain in real time. Even when the environment is highly automated, there is still a large risk of human error occurring. It is 

possible for unintended repercussions to occur as a result of a lack of experience with robotic controls, poor spatial awareness 

in a virtual interface, or incorrect interpretation of visual input.  Incorrect command input or delayed decision-making on the 

part of the operator might still result in harm, even if the machine is able to carry out orders without any problems. The move 

from traditional hands-on surgery to approaches that take advantage of robotic assistance calls for a different set of skills. 

There are a number of factors that can impair a practitioners capacity to appropriately respond to intraoperative problems, 

including inadequate training or insufficient simulation exposure.  The assessment of competency is made even more difficult 

by the fact that different institutions have different learning curves and different requirements for accreditation. The 

successful execution of robotic surgery is contingent upon the seamless synchronization of a multitude of subsystems, 

including visual interfaces, robotic limbs, energy supplies, and control units. All kinds of disruptions in communication paths 

have the potential to result in delays, misunderstandings, or failures in the execution of tasks.  Several issues, including 

delayed system feedback, distorted data transfer, and loss of synchronization, have the potential to significantly jeopardize 

the integrity of the operational system. Compatibility concerns may present themselves as a result of integration issues with 

third-party components, such as imaging equipment or auxiliary instruments. These understated but crucial malfunctions 

have the potential to cause cascading repercussions, which are frequently missed until they reveal themselves as 

intraoperative mistakes [4,5]. 

3. DUTY OF CARE IN MEDICAL NEGLIGENCE 

In medical jurisprudence, the principle of duty of care constitutes the foundation of negligence law.  It delineates the legal 

duty incumbent upon healthcare practitioners to deliver services with the expertise, attention, and diligence that a proficient 

practitioner in the same domain would provide.  This obligation is typically invoked at the establishment of a formal patient-

provider relationship. Thereafter, the practitioner is legally and ethically obligated to prioritize the patient's safety and 

wellbeing, conforming to the established standards of the medical community. In traditional systems, the duty of care was 

determined by evaluating whether a medical practitioner behaved in accordance with peers in comparable situations.  Courts 

generally depended on expert testimony and the "Bolam Test" to assess the appropriateness of the actions undertaken. The 

emergence of robotic-assisted treatments has altered the conventional framework of culpability.  Robotic devices enhance 

surgical precision but also create intricate interactions among human operators, machine components, and software 

platforms.  Consequently, legal conceptions of responsibility must now adapt to this mixed environment. In robotic surgical 

environments, the operating surgeon retains the principal role.  Even when physical connection with the patient is facilitated 

by robotic equipment, the surgeon must guarantee appropriate system configuration, real-time monitoring, and prompt 

intervention if anomalies occur. Misuse of the interface, neglect of system alerts, or insufficient comprehension of machine 

constraints may all be seen as violations of duty.  In addition to individual practitioners, hospitals and healthcare facilities 

bear their own legal obligations.  It is imperative that only qualified persons run robotic systems, that equipment receives 

routine maintenance, and that safety regulations are strictly adhered to.  Institutional negligence may arise if a deficiency in 

these responsibilities results in patient harm. Technical creators and producers of surgical robots are not immune to liability. 

They are anticipated to manufacture secure, dependable, and thoroughly documented devices. Their responsibilities 

encompass stringent pre-market testing, post-market monitoring, software enhancements, and clear risk communication.  

Legal liability may rest with the developer if a surgical error results from design deficiencies, unresolved software defects, 

or inadequate user training support. The evolving duties and expectations illustrate the broadening scope of duty of care in 

robotic healthcare, necessitating joint accountability across all stakeholders [6]. 

4. NEGLIGENCE AND LIABILITY IN ROBOTIC SURGERY 

4.1 Legal Elements Required to Prove Medical Negligence 

In addition to the key components depicted in Figure 1 that demonstrate medical negligence, it is essential to recognize the 

importance of expert testimony in these cases.  Expert witnesses, typically other medical professionals, are often called to 

testify about the anticipated standard of care in a specific situation and if the defendant's actions deviated from that standard.  

The complexity of medical cases requires expert testimony to assist the court in understanding the nuances of medical 

processes and practices.  The patient's pre-existing conditions, medical history, and consent documents are routinely reviewed 

to evaluate their impact on the outcome.  The burden of proof typically lies with the plaintiff (the patient) to establish, by a 

majority of the evidence, that negligence occurred.  In some instances, a settlement may be reached extrajudicially; but, in 

more contentious cases, the legal proceedings may proceed to trial. 

 Duty of Care:   The concept of duty of care refers to the legal obligation of healthcare professionals to provide a 

certain standard of care to their patients. This obligation arises when a healthcare provider enters into a professional 
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relationship with the patient, such as when a doctor agrees to treat or advise a patient. The duty of care is the 

cornerstone of medical negligence, as it establishes that the provider is responsible for the patient’s health and well-

being. This standard is not a mere general care but one defined by the norms and practices of the medical profession. 

For instance, a physician is expected to diagnose, treat, and care for their patient in line with the accepted standards 

of medical practice in the healthcare community. 

 Breach of Duty:   A breach of duty occurs when the healthcare professional fails to adhere to the standard of care 

that is expected of them. This failure can be due to errors, omissions, or acts that deviate from what a reasonable 

and competent professional would do in the same situation. The standard of care is often determined by expert 

testimony, where a professional in the same field as the defendant (e.g., a surgeon for a surgical case) confirms what 

the expected course of action should have been. A breach could involve acts like misdiagnosis, incorrect prescription 

of medications, or failure to act on test results. If the healthcare provider fails to act competently, this constitutes a 

breach of the duty owed to the patient [7]. 

 Causation:  To prove medical negligence, it is necessary to establish a causal link between the breach of duty and 

the harm suffered by the patient. Causation means that the harm or injury the patient experienced directly resulted 

from the healthcare professional’s actions or inaction. In legal terms, this is often framed as "but for" the healthcare 

provider's negligence, the patient would not have been harmed. In many cases, causation can be complex and require 

expert testimony to explain how the provider's actions directly led to the injury. For example, if a doctor fails to 

diagnose a condition like cancer in its early stages, and the cancer progresses to an untreatable stage, the patient's 

injury (i.e., progression of the disease) must be shown to be the result of that initial failure to diagnose. 

 Harm or Injury:   For a medical negligence claim to be valid, the patient must show that they suffered actual harm 

or injury as a result of the healthcare provider’s breach of duty. This harm can manifest in various ways: physical 

injury, emotional distress, financial loss, or long-term health consequences. Without demonstrable harm, there can 

be no claim for negligence. The nature of the injury needs to be significant enough to warrant a legal remedy, which 

could involve medical expenses, pain and suffering, lost wages, or in some cases, permanent disability. For example, 

if a surgeon operates on the wrong organ and the patient suffers unnecessary damage, the injury caused by that 

incorrect surgery is the harm that will be considered in the case. 

 Damages:   Damages refer to the compensation a patient may receive for the harm they have suffered due to medical 

negligence. Once the patient has proven the duty, breach, causation, and injury, they can seek damages for the 

consequences of the healthcare provider’s actions. Damages may cover a variety of costs, including medical bills, 

rehabilitation, lost wages, and other financial losses. In some cases, the patient may also be entitled to compensation 

for pain and suffering, which is more subjective and can vary based on the severity of the injury. Additionally, if 

the harm caused is permanent, like long-term disability, compensation for future medical care or ongoing care needs 

may be considered [8]. 

 Foreseeability:   Foreseeability is a key concept in medical negligence cases. It means that the healthcare 

professional should have been able to anticipate that their actions (or lack thereof) could result in harm to the patient. 

In other words, the harm caused by the breach of duty must have been something that was reasonably foreseeable 

at the time. For instance, a surgeon who leaves a surgical instrument inside a patient’s body could foreseeably cause 

harm (such as infection or further surgery), as the presence of a foreign object in the body is a recognized risk. If 

the harm is completely unexpected or unrelated to the breach, it may not meet the criteria for foreseeability and 

could affect the case’s outcome. 

 Informed Consent:   Informed consent is an essential element in many medical negligence cases. It refers to the 

healthcare provider's responsibility to fully inform the patient of the risks, benefits, and potential alternatives to a 

proposed treatment or procedure. Failure to obtain informed consent can be a form of medical negligence if it results 

in harm to the patient. The healthcare provider must ensure that the patient understands the nature of the procedure, 

the risks involved, and the possible outcomes before proceeding. If the provider does not adequately inform the 

patient, and the patient suffers harm as a result, this failure to gain informed consent may form the basis of a 

negligence claim. For example, if a patient undergoes surgery without being properly informed about the risks, and 

then experiences complications that could have been avoided, the healthcare provider might be held liable for 

negligence. 
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Figure 1: Medical Negligence Elements 

4.2 Responsibility Among Stakeholders 

In medical negligence cases, identifying the responsibilities of all involved stakeholders is crucial. Responsibility can be 

shared among multiple parties, including surgeons, clinical operators, healthcare institutions, and manufacturers of medical 

devices and software. Each of these stakeholders plays a significant role in the patient's care and safety, and understanding 

their respective liabilities helps to assess and address the full scope of negligence. Surgeons and clinical operators are 

considered the primary actors in a medical negligence case. They are responsible for the direct provision of care and treatment 

to the patient. Surgeons are expected to adhere to established medical protocols, perform surgeries with the required skill 

and precision, and ensure that all risks and benefits are communicated to the patient. Clinical operators, such as nurses and 

anesthesiologists, also play critical roles in ensuring the patient’s safety during treatment. If a surgeon or clinical operator 

acts negligently whether by performing an incorrect procedure, making a misdiagnosis, or failing to monitor a patient 

properly they may be held directly responsible for the injury caused to the patient. In cases involving surgical error, failure 

to follow proper procedures or post-operative care guidelines often leads to liability. Healthcare institutions, including 

hospitals, clinics, and medical facilities, also have a duty to ensure that proper systems are in place for patient safety and 

care. This includes providing oversight and support for medical staff, offering continuous training, ensuring adequate 

staffing, and maintaining necessary equipment. When these institutions fail in their duties such as by not ensuring the 

appropriate staffing levels, failing to implement necessary protocols, or neglecting to supervise clinical staff adequately they 

can be held liable for institutional negligence [9]. In cases where administrative errors or inadequate resources contribute to 

a patient’s harm, the healthcare facility itself may be found responsible. This may also include failure to properly manage 

patient records, failure in providing accurate medical equipment, or miscommunication among clinical teams. Manufacturers 

of medical devices and healthcare software also bear responsibility when their products malfunction or cause harm due to 

faulty design, manufacturing defects, or inadequate instructions for use. The liability of device and software manufacturers 

often arises in cases where the device fails to function as intended, leading to patient injury. For example, faulty surgical 

instruments, implants, or diagnostic machines that malfunction during use may be grounds for a product liability claim. 

Similarly, medical software used for diagnostics or clinical decision-making may contribute to negligence if it provides 

incorrect results or fails to function properly. In these instances, manufacturers may be held accountable for providing 

defective products or failing to warn healthcare providers of potential risks associated with their products. If a device or 

software malfunctions due to poor design or inadequate testing, the manufacturer may face legal action for product liability. 

By identifying and addressing the roles and responsibilities of each of these stakeholders, the courts can more effectively 

determine where the failure occurred and which parties should be held accountable for medical negligence. The degree of 

responsibility may vary depending on the specific facts of each case, but each of these parties has a role in ensuring patient 

safety and the proper delivery of medical care [10]. 

5. DUTY OF CARE COMPLEXITIES 

Obligation of Care Complexities pertain to the intricate and dynamic aspects of delineating and attributing accountability in 

contemporary healthcare, particularly with the incorporation of new technologies such as robotics and artificial intelligence.  

Defining a clear duty of care gets difficult when numerous physicians, technologies, and software systems participate in 

patient treatment.  Establishing accountability be it the physician, technician, institution, or manufacturer necessitates 

meticulous legal and ethical deliberation. In emergency contexts or telemedicine situations, conventional interpretations of 
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duty may not be directly applicable, hence exacerbating liability issues.  The complications illustrated in Figure 2 require 

revised legislative frameworks to guarantee patient protection and equitable practitioner accountability. 

 Doctor-Patient Relationship:  One of the key challenges in establishing duty of care is determining whether a doctor-

patient relationship exists in the first place. In a formal medical setting, such as a hospital or clinic, it is usually clear 

that a relationship has been established when a patient seeks medical treatment from a healthcare provider. However, 

in informal or non-clinical settings, such as a doctor offering advice at a social gathering, it can be difficult to 

ascertain whether the healthcare provider has a legal duty to care for the individual. Without clear documentation 

or agreement to treat, there might be uncertainty regarding the provider's responsibilities. In some cases, the doctor-

patient relationship may be implied rather than explicitly agreed upon. For example, if a healthcare provider sees a 

patient in an emergency situation, such as in a public setting, the law may still consider a duty of care to have been 

established, even if no formal agreement was made. This ambiguity can lead to complications in determining the 

scope of the provider's responsibilities, especially when issues like malpractice or negligence arise. 

 Multiple Care Providers:   In modern healthcare, a patient often receives treatment from multiple professionals, 

such as doctors, nurses, technicians, and specialists, which can make it difficult to determine who specifically owes 

the duty of care. In large healthcare institutions, responsibility for patient care is often distributed across various 

providers, and it can be unclear who is directly responsible for the patient’s health at any given time. For example, 

a surgeon may perform an operation, but post-operative care might be managed by a different team, including nurses 

or other specialists. If something goes wrong, pinpointing where the failure occurred can be complicated. When 

different healthcare providers are involved, their individual responsibilities and roles may overlap. This overlap can 

result in confusion when it comes to establishing accountability. If a patient’s injury results from the collective 

failure of multiple healthcare workers, it may be difficult to assess whether one person’s actions, omissions, or 

errors led to the harm, or whether the overall failure of the medical team contributed. This requires a detailed 

investigation into the exact roles of each provider and their relationship to the patient’s care [11]. 

 Emergency Situations:  Emergency situations often present a unique set of challenges in establishing duty of care, 

as healthcare providers must act quickly under pressure with limited information. In emergency medicine, doctors 

are required to make rapid decisions to save lives, sometimes without access to the patient's full medical history or 

the ability to perform comprehensive diagnostics. As a result, the standard of care expected in such situations can 

be different from routine medical practice, as providers are allowed more flexibility in their decision-making due 

to the urgency of the situation. However, this urgent environment can also make it harder to determine whether a 

provider breached their duty of care. For instance, if a healthcare provider fails to perform a particular test or makes 

a quick judgment that leads to patient harm, it might be argued that the decision was made in the best interests of 

the patient under stressful circumstances. Therefore, courts may apply a more lenient standard when evaluating the 

duty of care in emergency contexts, complicating the process of establishing negligence in such scenarios. 

 Third-Party Involvement:  In some medical cases, third parties like medical technicians, pharmacists, or even family 

members may be involved in the patient’s care, which can complicate the establishment of duty of care. For instance, 

if a pharmacist dispenses the wrong medication or a technician misreads test results, determining whether the doctor 

has a duty to oversee the actions of these third parties is complex. While the healthcare provider may rely on third-

party services or products, their primary responsibility is still to ensure that these external parties perform their 

duties correctly and without causing harm to the patient. The issue becomes more complicated when harm results 

from a third party’s actions, yet the healthcare provider may not have directly interacted with the third party. In 

cases where a product malfunction, misdiagnosis, or administrative error occurs because of a third party’s 

involvement, the responsibility for the error may be shared between the healthcare provider and the third party. The 

court must examine whether the healthcare provider had a responsibility to supervise, inspect, or ensure the accuracy 

of the work done by the third party. 

 Legal Variations:   The definition and scope of duty of care can vary significantly across different jurisdictions, 

which poses a challenge when determining whether a healthcare provider has met their legal obligations. What may 

constitute acceptable care in one jurisdiction might not meet the standard in another, especially in cases involving 

cross-border medical treatment, telemedicine, or healthcare provided through international institutions. Healthcare 

providers may practice in a state or country where the legal requirements for patient care differ, leading to potential 

conflicts when a patient suffers harm and seeks compensation. Medical standards evolve over time, and what was 

considered an acceptable standard of care in the past may no longer be appropriate by today’s standards. This 

shifting legal landscape complicates the determination of duty, as courts must decide whether the provider met the 

legal expectations at the time of treatment or if more modern practices should have been applied. Such discrepancies 

make it challenging for patients to establish clear-cut cases of negligence, as courts must navigate these variations 

to determine whether a provider truly failed to uphold their duty of care. 
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Figure 2: Challenges of Duty of Care 

6. EVOLVING LEGAL DOCTRINES AND REFORM PROPOSALS 

The integration of technology into healthcare is reshaping the medical landscape, prompting a reevaluation of existing legal 

frameworks. With the increased use of medical technology, particularly devices and software, new legal doctrines and reform 

proposals are emerging to address the evolving nature of healthcare practices. These changes are necessary to ensure that 

patients' rights are protected while encouraging innovation in the healthcare sector. Other technology-intensive medical 

fields, such as radiology, robotics surgery, and biotechnology, offer valuable insights into how the law has evolved to address 

technological advancements. In these fields, legal doctrines have been adapted to meet the challenges posed by complex 

medical devices and automated systems. For example, in the field of medical robotics, the legal framework has shifted to 

accommodate the responsibilities of manufacturers, healthcare providers, and patients when a robot-assisted procedure leads 

to complications. These lessons can inform how the law addresses emerging technologies in medicine, particularly in areas 

like AI-assisted diagnostics and the use of wearable health monitors. The experience of integrating new technologies in these 

fields demonstrates the need for continuous updates to legal standards, as well as collaborative efforts between legal 

professionals, medical experts, and technologists to create a robust legal framework [12].  

As medical technologies become more sophisticated, new legal perspectives are emerging to address the shifting landscape 

of responsibility and liability. Traditional notions of medical malpractice often fail to capture the complexities associated 

with high-tech medical devices and software. Therefore, evolving legal doctrines are being proposed to better handle cases 

involving technological malfunctions or errors. These perspectives aim to better define the duty of care and standard of 

practice in a technology-driven environment. For example, the role of software in diagnostic decision-making has led to the 

question of whether physicians or developers should be held responsible if an AI-based system makes an incorrect diagnosis. 

Legal scholars are advocating for frameworks that can better address the multifaceted nature of medical technology and its 

integration into clinical practice. One of the significant shifts in medical technology liability is the transition from traditional 

malpractice frameworks to product liability models. Under the product liability framework, manufacturers of medical devices 

and software would be directly responsible for any defects or malfunctions that lead to patient harm, much like other 

industries that produce consumer products. This approach seeks to ensure that patients are adequately protected when using 

devices or software that have the potential to cause harm, whether due to faulty design, improper manufacturing, or 

inadequate instructions. Adopting a product liability framework would offer clearer pathways for patients to seek 

compensation and force manufacturers to take greater responsibility for the safety and reliability of their products. However, 

it also raises questions about how far the responsibility of manufacturers should extend, especially in cases where the 

malfunction of a device is caused by operator error or improper use [13].  

The increasing role of AI and automation in medical decision-making and procedures is creating a need for new legal 

frameworks. AI systems, whether used for diagnostics, treatment recommendations, or surgical assistance, introduce unique 

challenges in terms of liability, accountability, and ethics. These anticipated laws will need to balance the promise of AI in 

improving medical outcomes with the risks of over-reliance on technology. As automation becomes more prevalent in 
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medicine, regulatory bodies will need to consider both technical standards and the human role in overseeing these systems. 

AI and automation laws will likely evolve to ensure that these technologies are not only accurate and effective but also 

ethically sound and legally accountable. To address the challenges posed by evolving medical technologies, experts are 

proposing stronger legal and ethical oversight. These recommendations aim to ensure patient safety, encourage responsible 

innovation, and provide clearer accountability when things go wrong. Strengthening the legal framework around medical 

technology is vital to protect patients and provide clear guidelines for healthcare providers and manufacturers. One of the 

key recommendations is the development of robust regulatory guidelines for medical technologies. These guidelines would 

establish clear standards for the design, testing, approval, and post-market surveillance of medical devices and software. By 

creating more stringent regulations, governments can ensure that medical technologies meet high safety and efficacy 

standards before they are used in clinical practice. Additionally, these guidelines would help streamline the regulatory process 

and ensure consistency across different regions and jurisdictions. Robust regulatory guidelines would also include provisions 

for regular audits and monitoring of medical technologies once they are in use. This would help identify potential risks or 

malfunctions early and ensure that corrective actions are taken swiftly to prevent harm to patients. Another important 

proposal is to enhance medical training and certification protocols to ensure healthcare providers are adequately prepared to 

work with advanced technologies. This includes incorporating training on emerging technologies such as AI, robotics, and 

wearable devices into medical school curricula and ongoing professional development programs. It also involves ensuring 

that healthcare providers are familiar with the ethical considerations related to technology use in medicine. By improving 

training and certification protocols, medical professionals will be better equipped to navigate the complexities of modern 

healthcare technology. This will reduce the likelihood of errors resulting from unfamiliarity with new tools and allow 

providers to use technology responsibly and effectively while still maintaining the core principles of patient care and safety 

[14,15]. 

7. CONCLUSION 

Advanced technologies like robotic surgery and AI-driven medical equipment have created huge healthcare opportunities 

and challenges. These advancements have complicated medical negligence and malpractice liability laws. The use of 

machines and automated systems in patient care has complicated issues including determining the duty of care and the 

responsibilities of healthcare practitioners, manufacturers, and third parties. Technology typically advances faster than legal 

requirements, leaving medical providers and tech developers responsibilities unclear. The rise of robotic and automated 

healthcare technologies, duty of care remains crucial. While robots can conduct precise surgery, human monitoring is 

essential for patient safety. Surgeons and medical institutions must be held accountable, and technology should support 

human skill. Healthcare practitioners must follow ethical and regulatory guidelines regardless of technology to deliver the 

best care. The responsibility of care must adapt to new tools while prioritizing patient well-being. Future medical practice 

and legal standards must adapt to medical technology's complexity. New technologies like AI and robotics require flexible 

legal frameworks with clear liability requirements. Regulatory agencies must ensure developers and healthcare providers 

understand their roles and obligations to improve accountability.  Legal, medical, and technology specialists must work 

together to balance innovation and patient protection to improve healthcare outcomes without compromising ethics or safety. 
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