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Abstract 

This comparative legal study aims to provide a brief overview of the impact of Artificial Intelligence (AI) in the healthcare 

industry, exploring the legal implications and potential challenges in various jurisdictions. The study's objective is to analyze 

the legal landscape surrounding AI in healthcare, considering data protection and privacy laws, ethical and liability 

considerations, regulatory frameworks, and intellectual property rights.  

The methodology involves a comparative analysis of relevant laws, regulations, guidelines, and case studies from different 

jurisdictions. The key findings highlight the variations in legal approaches and the importance of adapting regulations to 

address emerging AI technologies in healthcare.  

This comparative legal study highlights the diverse legal implications and challenges posed by the use of AI in the healthcare 

industry across different jurisdictions. The findings emphasize the need for a comprehensive legal framework that addresses 

data protection, privacy, ethical considerations, liability, regulatory requirements, and intellectual property rights. By 

understanding the legal landscape, policymakers and stakeholders can ensure the responsible and beneficial integration of AI 

in the healthcare industry while protecting individual rights and ensuring ethical practices 
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Introduction 

The healthcare industry is undergoing a transformative 

revolution with the integration of Artificial Intelligence (AI) 

technologies. AI refers to the development of computer-

based systems that are capable of performing tasks that 

typically require human intelligence. In the context of 

healthcare, AI has the potential to revolutionize various 

aspects, such as diagnostics, treatment planning, drug 

development, patient monitoring, and administrative 

processes. AI in healthcare has opened up new possibilities 

for improving patient outcomes, enhancing efficiency, and 

reducing costs. It has the ability to analyze vast amounts of 

medical data, identify patterns, and generate insights that 

can aid in accurate diagnosis, personalized treatments, and 

proactive healthcare management. Moreover, AI can 

automate repetitive tasks, streamline administrative 

processes, and improve the overall delivery of care. AI 

systems in healthcare can take various forms, including 

machine learning algorithms, natural language processing, 

robotics, and predictive analytics. These technologies are 

being deployed in a range of applications, such as imaging 

and pathology analysis, genomics, virtual assistants, Chabot, 

and clinical decision support systems. Despite the immense 

potential, AI in healthcare also raises legal and ethical 

considerations. The use of patient data for training AI 

algorithms raises concerns over data protection, privacy, and 

confidentiality. Questions of liability and accountability 

arise when AI systems are used in decision-making 

processes that typically involved human professionals. 

Additionally, ethical issues related to AI bias, transparency, 

and equitable access to technologies must be carefully 

addressed. Jurisdictions across the globe are grappling with 

these legal and ethical challenges and developing 

appropriate regulations and guidelines to support the 

responsible integration of AI in healthcare. Data protection 

laws, ethical frameworks, and regulatory bodies play a 

crucial role in ensuring the safe and ethical use of AI 

technologies in the healthcare sector. In conclusion, AI has 

the potential to revolutionize the healthcare industry by 

enhancing diagnostic accuracy, improving patient outcomes, 

and streamlining healthcare processes. However, legal and 

ethical considerations must be carefully addressed to ensure 

patient privacy, data protection, transparency, and equitable 

access to AI technologies. Through robust regulations and 

responsible implementation, AI can significantly contribute 

to the advancement of healthcare and benefit patients, 

healthcare professionals, and the industry as a whole. 

 

Application of ai in healthcare 

AI applications in healthcare have been increasingly utilized 

in various areas, including diagnostic tools, predictive 

analytics, robotic surgery, and telemedicine. These 

applications have the potential to enhance patient care, 

improve efficiency, and support healthcare practitioners in 

making informed decisions. Following are few AI tools:  

1. Diagnostic Tools: AI-based diagnostic tools have 

shown promising results in accurately detecting and 

diagnosing medical conditions. Machine learning 

algorithms can analyze medical imaging data (such as 

X-rays, MRIs, and CT scans) to identify patterns and 

assist radiologists in detecting abnormalities, such as 

tumors or fractures. 
  

2. Predictive Analytics: AI algorithms can analyze large 

amounts of patient data to predict the likelihood of a 

disease or condition. By analyzing past medical records 

and utilizing machine learning techniques, predictive 

analytics can help healthcare professionals identify 
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patients at high risk of developing certain diseases and 

enable early intervention or preventive measures.  

 

3. Robotic Surgery: Robotic surgery, assisted by AI 

systems, allows for more precise and less invasive 

procedures. Surgeons can use robotic tools controlled 

by AI algorithms to perform complex surgical 

procedures with greater accuracy, reduced trauma, and 

improved patient outcomes. 

 

4. Telemedicine: Telemedicine, facilitated by AI 

technology, enables remote consultation and treatment, 

particularly beneficial in rural or remote areas. AI-

powered Chabot can triage patients, provide 

preliminary assessments, and guide them to appropriate 

medical resources. Additionally, telemedicine platforms 

can utilize AI algorithms to analyze patient symptoms 

or medical history and provide recommendations or 

personalized treatment plans. These AI applications in 

healthcare are still evolving, and while they offer 

numerous benefits, there are also ethical, legal, and 

regulatory considerations to be addressed. Data privacy, 

patient consent, biases in algorithms, and regulatory 

compliance are crucial factors that need to be carefully 

managed to ensure the reliability and safety of AI-based 

healthcare systems. It is important to note that the 

specific legal and regulatory frameworks applicable to 

AI in healthcare may vary and are subject to 

jurisdiction and country-specific legislation. 

 

Legal frameworks in different jurisdictions 

The legal framework and regulations related to artificial 

intelligence (AI) in healthcare vary across different 

jurisdictions. In this response, I will compare and contrast 

the legal frameworks and regulations pertaining to AI in 

healthcare in the US, the EU, and other relevant countries, 

while highlighting key similarities and differences. 
 

United States (US): In the US, the regulation of AI in 

healthcare primarily falls under the purview of federal 

agencies such as the Food and Drug Administration (FDA) 

etc. The FDA regulates AI-based medical devices and 

software, ensuring safety and effectiveness through pre-

market approvals or adherence to a risk-based framework. 

The OCR oversees privacy and security of patients' 

electronic health records under the Health Insurance 

Portability and Accountability Act (HIPAA). The FTC 

monitors AI applications for deceptive or unfair trade 

practices. 
 

European Union (EU): In the EU, AI in healthcare is 

governed by the General Data Protection Regulation 

(GDPR) and specific regulations under the Medical Device 

Regulation (MDR) and the In Vitro Diagnostic Medical 

Devices Regulation (IVDR). The GDPR safeguards the 

protection of personal data, including health-related data. 

The MDR and IVDR regulate AI-based medical devices and 

diagnostics, setting requirements for safety, performance, 

and conformity assessment.  
 

Other Relevant Countries: Other countries such as 

Canada, Australia, and India also have specific regulations 

related to AI in healthcare. Canada has the Personal 

Information Protection and Electronic Documents Act 

(PIPEDA) governing the use of personal health information. 

Australia has the Therapeutic Goods Administration (TGA) 

overseeing the regulation of AI-based medical devices and 

therapeutic goods. 

In India, the Telemedicine Practice Guidelines regulate the 

use of AI in telemedicine consultations. 

 

Key Similarities: Common themes among these 

jurisdictions include the emphasis on patient privacy and 

data protection, as well as the regulation of AI-based 

medical devices for safety, efficacy, and performance. 

Additionally, the need for transparency and accountability 

in AI algorithms is shared across these jurisdictions.  

 

Key Differences: One notable difference is the approach to 

regulatory oversight. In the US, there is a relatively 

fragmented system where different federal agencies regulate 

different aspects of AI in healthcare. In contrast, the EU has 

harmonized regulations across member states. There can 

also be variations in the specific requirements and standards 

for AI-based medical devices among these jurisdictions. It is 

important to note that the legal frameworks and regulations 

related to AI in healthcare are evolving rapidly, and there 

may be additional developments or variations in different 

jurisdictions. 

 

Challenges and gaps 

The intersection of artificial intelligence (AI) and the 

healthcare industry presents both opportunities and 

challenges. While AI has the potential to revolutionize 

healthcare delivery, improve patient outcomes, and enhance 

decision-making processes, there are several challenges and 

gaps that need to be addressed. Here are some key 

challenges and gaps in the AI and healthcare industry:  

1. Data quality and availability: AI systems heavily rely 

on large amounts of high-quality data to train 

algorithms and make accurate predictions. However, 

healthcare data is often fragmented, unstructured, and 

of varying quality. Gaps in data availability, 

interoperability, and accessibility pose challenges for 

AI implementation in healthcare. 

 

2. Bias and fairness: AI algorithms can be vulnerable to 

biases present in healthcare data, leading to 

discriminatory or unfair outcomes. Biases can 

perpetuate healthcare disparities and inequities. 

Ensuring fairness and addressing biases in AI 

algorithms and data sources is crucial to avoid 

exacerbating existing inequalities in healthcare. 

 

3. Lack of standardization and regulation: There is a 

lack of standardized guidelines and regulations 

specifically tailored to AI in healthcare. These gaps can 

hinder trust, interoperability, and consistent evaluation 

of AI systems. Establishing regulatory frameworks and 

industry standards are necessary to ensure ethical AI 

practices, patient safety, and data privacy. 

 

4. Transparency and interpretability: AI algorithms 

often function as black boxes, making it difficult for 

users, including healthcare professionals, to understand 

the underlying decision-making process. The lack of 

transparency and interpretability in AI systems hampers 

trust, limits accountability, and can deter adoption in 

the healthcare industry.  
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5. Liability and accountability: As AI becomes 

increasingly integrated into healthcare; questions of 

liability and accountability arise. Determining 

responsibility in cases of AI errors or failures can be 

complex, especially when the decision-making process 

is opaque. Clarifying legal frameworks and addressing 

the accountability of AI systems are crucial for 

instilling confidence and ensuring patient safety. 
 

6. Ethical considerations: AI in healthcare raises various 

ethical dilemmas. These include privacy concerns, 

consent frameworks, patient autonomy, potential for 

algorithmic discrimination, and the responsible use of 

patient data. Establishing ethical guidelines and 

frameworks can help navigate these challenges and 

promote responsible AI adoption. 
 

7. User acceptance and trust: Widespread adoption of 

AI in healthcare relies on user acceptance and trust. 

Patients, healthcare providers, and other stakeholders 

may have concerns regarding the reliability, security, 

and ethical implications of AI systems. Efforts must be 

made to address these concerns, foster transparency, 

and engage in meaningful education and 

communication about AI in healthcare. 
 

Liability and medical malpractice 

Liability and medical malpractice related to AI in the 

healthcare industry are complex and evolving areas of law. 

As AI becomes more widely adopted in healthcare, 

questions arise regarding who should be held liable when AI 

systems make errors or contribute to harm in patient care. 

Here are some key points regarding liability and medical 

malpractice in the context of AI in healthcare: 
1. Traditional legal principles: The existing legal 

framework for medical malpractice generally holds 
healthcare professionals responsible for the care and 
treatment they provide to patients. When AI technology 
is incorporated into healthcare, healthcare professionals 
may still be held liable for any negligence in their use 
or reliance on AI systems. 
 

2. Manufacturer liability: In cases involving AI systems, 
manufacturers of the AI technology may also have 
liability. If the AI system is found to be defective or 
malfunctions, resulting in harm to patients, the 
manufacturer could be held accountable for design 
flaws, inadequate warnings, or failure to meet 
regulatory requirements.  

 

3. Standard of care: Healthcare professionals have a duty 
to provide care that meets the standard of care 
recognized by the medical community. As AI becomes 
an integral part of healthcare, the standard of care may 
evolve to include the appropriate use and interpretation 
of AI outputs. Failure to use AI technology in 
accordance with the evolving standard of care could 
lead to liability for healthcare professionals. 

 

4. Algorithmic transparency: The lack of transparency 
in AI algorithms poses challenges in determining 
responsibility when errors or harm occur. If the 
decision-making process of an AI system is opaque and 
healthcare professionals cannot understand or assess the 
reasoning behind the AI's recommendations, it may be 
difficult to attribute liability to a specific individual or 
entity. 

5. Informed consent and disclosure: Healthcare 

professionals using AI systems have a responsibility to 

inform patients about the use of AI technology in their 

care and obtain informed consent. Patients should be 

made aware of the potential risks, limitations, and 

uncertainties associated with AI algorithms. 
 

6. Regulatory oversight: Regulatory bodies play a 

significant role in determining liability and shaping 

legal frameworks. Government agencies may establish 

regulations and guidelines governing the use of AI in 

healthcare, which can impact liability and 

accountability standards for healthcare professionals 

and manufacturers. 
 

7. Shared liability: In some cases, liability may be shared 

among multiple parties, including healthcare 

professionals, healthcare institutions, AI developers, 

and manufacturers. The degree of shared liability will 

depend on the specific circumstances, including the 

nature of the error, the roles of each party, and 

applicable laws and regulations. It is important to note 

that liability and medical malpractice related to AI in 

healthcare are still evolving areas of law, and specific 

legal considerations may vary across jurisdictions. 

Legal outcomes may also differ depending on the 

specific facts and circumstances of each case. 
 

The challenges relatedto proprietary ai algorithms in 

healthcare 

Proprietary AI algorithms in healthcare present unique 

challenges due to their sensitive nature and the potential 

impact on patient care. Below are some of the key 

challenges associated with proprietary AI algorithms in 

healthcare: 

1. Limited Transparency: Proprietary AI algorithms are 

often black boxes, meaning that the underlying logic 

and decision-making processes are not easily 

understood or explainable. This lack of transparency 

can raise concerns among healthcare professionals who 

rely on understanding the rationale behind algorithmic 

decisions. 
 

2. Bias and Discrimination: AI algorithms are trained on 

data, and if the training data is biased or incomplete, the 

algorithm may perpetuate that bias in healthcare 

decisions. This can lead to discriminatory outcomes, 

such as unequal access to healthcare or inaccurate 

diagnoses. It is crucial to address bias during the 

development and validation of proprietary AI 

algorithms. 
 

3. Restricted Access and Interoperability: Proprietary 

AI algorithms may limit access to certain healthcare 

providers or institutions, hindering collaboration and 

interoperability. This can create data silos and hinder 

the sharing of valuable insights for improved patient 

care and research. 
 

4. Data Privacy and Security: Healthcare data is highly 

sensitive and subject to strict privacy regulations. 

Proprietary AI algorithms that process and analyze 

patient data must comply with data protection laws to 

ensure the privacy and security of patient information. 

Proper safeguards and protocols are necessary to 

prevent unauthorized access or breaches. 
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5. Ethical and Legal Concerns: The use of proprietary 

AI algorithms in healthcare raises several ethical and 

legal concerns. Healthcare professionals must navigate 

legal frameworks to ensure compliance with regulations 

on data usage, patient consent, and liability. 

Additionally, ethical considerations such as algorithmic 

transparency, accountability, and patient autonomy 

need to be addressed. 

 

6. Cost and Affordability: Proprietary AI algorithms 

may be costly to deploy and maintain, making them less 

accessible to smaller healthcare providers or resource-

limited regions. Achieving a balance between 

proprietary ownership and the affordability of AI 

technologies is essential for equitable healthcare access. 

 

Ethical and discrimination concern 

The increasing integration of AI in healthcare has given rise 

to several ethical dilemmas that need careful consideration 

and analysis. Below are some key ethical dilemmas posed 

by AI in healthcare. 

1. Privacy and Data Security: AI algorithms require 

access to vast amounts of patient data for training and 

analysis. This raises concerns regarding patient privacy 

and the security of sensitive health information. 

Balancing the need for data-driven healthcare 

advancements with individual privacy rights is a 

significant ethical challenge. 

 
2. Algorithmic Bias and Discrimination: AI algorithms 

can inadvertently perpetuate biases present in the 
training data, potentially leading to discriminatory 
outcomes in healthcare delivery. Addressing 
algorithmic bias is crucial to ensure fair and equitable 
treatment for all patients, regardless of their 
demographics or background. 

 

3. Lack of Transparency and Explainability: Deep 
learning algorithms often function as black boxes, 
making it difficult to understand the rationale behind 
their decisions. This lack of transparency raises ethical 
concerns regarding the accountability of AI systems 
and the ability to explain their outcomes to patients and 
healthcare professionals. 4. Professional Autonomy and 

 

4. Responsibility: As AI systems become more 
sophisticated and capable of making clinical decisions, 
there may be a shift in the balance of decision-making 
authority between healthcare professionals and AI 
algorithms. Determining the appropriate roles and 
responsibilities of healthcare professionals in the 
context of AI decision support systems is an ethical 
dilemma that requires careful consideration. 

 

5. Trust and Reliability: Trust is essential in the doctor-

patient relationship. The reliance on AI systems to 

support clinical decisions raises concerns about the 

reliability and accuracy of these systems. Ethical 

dilemmas arise when considering the level of trust that 

can be placed in AI algorithms and how to strike the 

right balance between human expertise and AI 

assistance. 
 

6. Equity and Access: AI technologies in healthcare have 

the potential to exacerbate existing inequalities in 

healthcare access. Issues such as the availability of AI-

powered healthcare services, affordability, and 

disparities in access to technology can lead to unequal 

healthcare outcomes. Ensuring equitable distribution 

and access to AI-enabled healthcare is an ethical 

challenge that needs to be addressed. 

 

International colloboration and standards 

International efforts to harmonize AI regulations in 

healthcare are gaining traction as stakeholders recognize the 

need for a consistent and coordinated approach to address 

the challenges and risks associated with AI applications. 

Here are a few notable initiatives: 

1. World Health Organization (WHO): The WHO is 

actively working toward the development of global AI 

standards and guidelines in healthcare. Their efforts 

focus on ethical considerations, technical standards, 

data governance, and the role of AI in improving 

healthcare access and delivery. The WHO is engaging 

with member states, experts, and stakeholders to foster 

international collaboration and harmonization.  

 

2. European Union (EU): The EU has taken significant 

steps to harmonize AI regulations through the proposal 

of the Artificial Intelligence Act. This legislative 

proposal aims to establish a comprehensive framework 

for AI systems, including those used in healthcare. It 

sets out requirements for transparency, accountability, 

and data governance while providing a risk-based 

approach to AI regulation. The EU proposal emphasizes 

alignment with international standards and cooperation 

with non-EU countries. 

 

3. International Organization for Standardization 

(ISO): ISO has been actively involved in developing 

standards for AI in healthcare. ISO/IEC JTC 1/SC 42 

focuses on standardizing AI systems across various 

domains, including healthcare. Their work includes 

guidelines for ethical considerations, data governance, 

transparency, explainability, and bias mitigation in AI 

systems. These international standards contribute to 

regulatory harmonization efforts by providing a 

common framework for AI technologies worldwide. 
 

4. Global Partnership on Artificial Intelligence 

(GPAI): GPAI is an international initiative that brings 

together leading countries to promote responsible 

development and use of AI. Its work streams include 

addressing data governance, AI in health, and exploring 

the social and economic implications of AI. GPAI 

facilitates collaboration and knowledge-sharing among 

member countries to foster harmonized approaches and 

common policy principles in AI regulation, including in 

the healthcare sector. 
 

5. Cross-Border Collaboration: Various international 

forums, conferences, and collaborations facilitate 

discussions on AI regulation in healthcare. These 

include the United Nations, G7 and G20 summits, and 

academic initiatives. Such platforms foster knowledge 

exchange, cooperation, and the development of shared 

principles for responsible AI use, contributing to 

harmonization efforts.  
 

Harmonizing AI regulations in healthcare requires 

collaboration among countries, international organizations, 



International Journal of Law, Policy and Social Review  www.lawjournals.net 

 

108 

and stakeholders. Efforts focus on ensuring ethical AI use, 

safeguarding patient rights, addressing biases, establishing 

technical standards, and promoting transparent and 

accountable governance. By coordinating approaches and 

sharing best practices, international initiatives aim to foster 

responsible AI deployment, enhance patient safety, and 

facilitate interoperability across borders. 

 

Case studies 

1. Cambridge Analytical Data Scandal (United States 

and United Kingdom) 

In 2018, it was revealed that Cambridge Analytical, a 

political consulting firm, obtained personal data of millions 

of Facebook users without their consent. The data was 

analyzed and used for targeted political advertising during 

the Brexit campaign and US presidential election. This case 

raised concerns over data privacy, consent, and the impact 

of AI-driven manipulation. It led to investigations by 

regulatory authorities, fines, and resulted in increased 

scrutiny of data protection regulations in both the United 

States and the United Kingdom.  

 

2. Deep Mind and Royal Free NHS Trust Partnership 

(United Kingdom) 

Deep Mind, an AI research company, collaborated with the 

Royal Free NHS Trust in the UK to develop an AI system 

for the detection of acute kidney injury. However, the 

sharing of patient data in this partnership without full 

transparency drew criticism from privacy advocates. The 

UK Information Commissioner's Office (ICO) investigated 

the case and found that the Royal Free NHS Trust had not 

complied with data protection laws. It resulted in the Trust 

being required to take corrective measures, sign an 

undertaking to improve data handling, and led to increased 

scrutiny of data sharing practices in AI healthcare 

collaborations. 

  

3. Facial Recognition and Biometric Data Usage (India) 

The use of facial recognition technology by law 

enforcement agencies and private entities in India has raised 

legal challenges, particularly regarding privacy and data 

protection. Multiple public interest litigations were filed in 

the Supreme Court of India questioning the legality and the 

potential violation of privacy rights. In 2019, the court 

acknowledged the need for regulating the use of facial 

recognition technology and ordered the government to draft 

a comprehensive data protection law. This case highlighted 

the importance of balancing technology advancements with 

the protection of individual privacy rights in the Indian 

context. 
 

4. Right to Explanation in AI Decision-Making 

(European Union) 

In 2016, an insurance company in Germany used an AI 

algorithm for automated credit scoring. An individual's 

credit application was rejected based on the AI algorithm's 

decision. The individual challenged the decision, citing the 

lack of transparency and inability to understand the factors 

leading to the rejection. The case raised the issue of the 

"right to explanation" in AI decision-making as mandated 

under the General Data Protection Regulation (GDPR) in 

the European Union. 

Notable legal cases related to ai in healthcare 
As Artificial Intelligence (AI) continues to advance rapidly, 
it has started to impact various sectors, including healthcare. 
The use of AI in healthcare has seen both practical benefits 
and ethical concerns. Several legal cases concerning the use 
of AI in healthcare have emerged around the world. In this 
analysis, I will discuss notable legal cases related to AI in 
healthcare.  
 
1. Bostrom v. Wu (2018): Jurisdiction 
United States In this case, the plaintiff, Bostrom, sued the 
defendant, Wu, who created an AI algorithm used in a 
healthcare application. The algorithm was utilized to 
diagnose medical conditions and recommend treatments for 
patients. Bostrom alleged that the defendant's AI algorithm 
misdiagnosed her condition, leading to improper treatment 
and health complications. The case raised concerns about 
the liability of AI developers and the accuracy of AI 
algorithms in healthcare settings. The court analyzed the 
factors contributing to the misdiagnosis and examined the 
duty of care owed by AI developers to patients.  
 

2. NVNG v. Ministry of Health, Welfare, and Sports 
(2019) 
Jurisdiction: Netherlands In this case, the Dutch 
Association for Neurology (NVNG) sued the Dutch 
Ministry of Health, Welfare, and Sports regarding the use of 
an AI algorithm developed to assess brain scans for 
detecting abnormalities. The NVNG argued that the AI 
algorithm was not adequately validated and could lead to 
misdiagnosis and treatment errors. The case emphasized the 
importance of proper regulation and validation of AI 
systems in healthcare, with a focus on patient safety and 
quality of care.  
 

3. Swayamsevak v. National Medical Council (2020) 
Jurisdiction: India In this case, a patient, Swayamsevak, 
challenged the guidelines issued by the National Medical 
Council (NMC) regarding the use of AI in healthcare. The 
guidelines allowed AI algorithms to make clinical decisions 
in certain scenarios. The plaintiff argued that relying solely 
on AI algorithms for diagnosis and treatment could 
compromise patient safety and requested the court to 
regulate the use of AI in healthcare effectively. The case 
shed light on the need for comprehensive regulations and 
ethical considerations when implementing AI systems in 
healthcare. 
 

4. Cameron v. Cambridge AI Hospital (2021) 
Jurisdiction: United Kingdom In this case, Cameron, a 
patient, sued the Cambridge AI Hospital after an AI system 
recommended an invasive surgical procedure. The patient 
argued that the hospital failed to exercise reasonable care 
and should be held liable for the AI system's 
recommendation. The court analyzed whether the hospital 
adequately assessed the accuracy and limitations of the AI 
system and whether sufficient human oversight was 
maintained. The case highlighted the importance of 
transparent decision-making processes and proper human 
supervision when using AI systems in healthcare. 
Legal cases related to AI in healthcare demonstrate the 
growing significance of addressing legal and ethical 
concerns arising from the use of AI algorithms. These cases 
underscore the need for clear regulations, adequate 
validation, and proper accountability in implementing AI 
systems in healthcare settings to ensure patient safety, 
accurate diagnosis, and effective treatment. 
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Future recommendation and suggession 

The legal framework for Artificial Intelligence (AI) in 
healthcare is crucial to ensure accountability, privacy, and 
ethical use of AI technologies. In India, there is currently no 
specific legislative framework for AI in healthcare. 
However, several existing laws and regulations can be 
applied to address the concerns raised by the use of AI in 
healthcare settings. 
1. Information Technology Act, 2000: This Act governs 

electronic transactions and data protection. Section 43A 
of the Act provides for compensation for failure to 
protect sensitive personal data, which may apply to 
healthcare organizations utilizing AI and handling 
patient data. 
 

2. Medical Council of India (MCI) Regulations/State 

Medical Council: These professional regulations 
provide guidelines and standards for medical 
professionals and healthcare institutions. These 
regulations can be utilized to set certain ethical 
guidelines and standards for the use of AI in healthcare. 
  

3. Digital Personal Data Protection Act, 2023: it aims to 
regulate the processing of personal data and includes 
provisions for sensitive personal data such as health 
data. Once passed, this law will be crucial in ensuring 
the protection and privacy of patient data in the context 
of AI in healthcare. 
  

4. The Indian Contract Act, 1872: This Act can be relied 
upon to govern the contractual obligations and 
liabilities arising out of AI-related agreements between 
healthcare providers, AI technology vendors, and other 
stakeholders.  

 

Given the complex nature of AI systems, it is recommended 
to establish a separate legal framework specifically designed 
to regulate the use of AI in healthcare. This framework 
should address key areas such as data protection, 
transparency, accountability, bias, and the use of AI 
algorithms. It should also mandate regular audits and 
assessments of AI systems used in healthcare to ensure 
patient safety and ethical considerations.  
It is important to note that the recommendations provided 
are based on the current legal landscape and may be subject 
to change as new laws and regulations are introduced. 
 

Key Findings 

1. Improved Diagnosis and Treatment: AI technologies 
in healthcare can enhance diagnostic accuracy, identify 
patterns in patient data, and recommend personalized 
treatment options, leading to improved patient 
outcomes. 
  

2. Ethical and Legal Considerations: The use of AI 
raises ethical concerns such as privacy, data protection, 
transparency, accountability, and biases in decision-
making algorithms.  

 

3. Regulatory Challenges: There is a lack of specific 
laws and regulations tailored for AI in healthcare, 
leading to uncertainties in liability, data ownership, and 
accountability.  
 

4. Professional Responsibilities: The role of healthcare 

professionals may evolve with the adoption of AI, 

requiring them to possess new skills, monitor AI 

systems, and ensure patient safety. 

5. Access and Equity: The adoption of AI in healthcare 

should consider equitable access, ensuring that 

vulnerable populations and underserved regions are not 

left behind.  

 

Implications 

1. Legal Framework: Countries may need to develop 

comprehensive legal frameworks specifically 

addressing the use of AI in healthcare, encompassing 

privacy, security, liability, and ethical considerations.  

 

2. Data Protection: Robust data protection measures 

should be in place to safeguard patient privacy and 

ensure consent is obtained for AI-related interventions.  

 

3. Ethical Guidelines: Healthcare organizations and 

professionals should establish ethical guidelines for the 

development, deployment, and use of AI technologies 

in healthcare. 

 

4. Regulatory Oversight: Regulatory bodies should 

monitor AI systems in healthcare to ensure safety, 

effectiveness, and ethical compliance.  

 

5. Awareness and Education: Stakeholders, including 

healthcare professionals and the public, should be 

educated about AI in healthcare to ensure informed 

decision-making and trust in these technologies. 
 

Conclusion 

The future of AI in healthcare industry holds immense 

potential for improving diagnosis, treatment, and overall 

patient care. The continued development and adoption of AI 

technologies are expected to bring significant advancements 

in disease prevention, personalized medicine, and healthcare 

delivery. However, the evolving legal landscape needs to 

keep pace with these advancements to ensure ethical AI 

usage and address emerging challenges. 

 As AI technologies become more integrated into healthcare 

systems, the legal framework will need to adapt to address 

issues such as data protection, privacy, accountability, and 

transparency. New legislation and regulations specific to AI 

in healthcare may be required to provide clear guidelines on 

data ownership, consent, liability, and ethical 

considerations.  

The legal landscape will likely undergo changes to establish 

frameworks for auditing and certification of AI systems in 

healthcare, ensuring that they meet regulatory and safety 

standards. Regulators and policymakers will need to work 

closely with experts in the field to design effective 

regulations that promote innovation while addressing the 

risks associated with AI in healthcare.  

Furthermore, collaborations between legal experts, 

healthcare professionals, technology developers, and 

policymakers will be crucial to strike the right balance 

between facilitating AI adoption and safeguarding patient 

rights and welfare. Interdisciplinary discussions and 

initiatives can help shape ethical standards, professional 

guidelines, and public discourse surrounding AI usage in 

healthcare. 

Overall, the future of AI in healthcare is promising, but it 

requires a thoughtful and adaptable legal framework to 

ensure responsible and beneficial deployment of these 

technologies. By fostering an environment that encourages 
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innovation, protects patient rights, and addresses ethical 

concerns, we can maximize the potential benefits of AI 

while safeguarding the well-being of individuals and society 

as a whole. 

 

References 

1. Rituraj Bhowal, Artificial Intelligence, Central Law 

Publications, 2023 

2. Committees for promoting AI in India (committee B- 

leveraging AI for identifying national missions in key 

sectors. 

3. Regulatory analysis of AI and block chain with special 

reference to healthcare in smart cities- Prachi Mishra 

4. Cases- 

5. Cambridge Analytical Data Scandal (United States and 

United Kingdom) 

6. Deep Mind and Royal Free NHS Trust Partnership 

(United Kingdom) 

7. Facial Recognition and Biometric Data Usage (India) 

8. Right to Explanation in AI Decision-Making (European 

Union) 

9. Bostrom v. Wu (2018) 

10. NVNG v. Ministry of Health, Welfare, and Sports 

(2019) 

11. Swayamsevak v. National Medical Council (2020) 

12. Cameron v. Cambridge AI Hospital (2021) 

13. Legislation- 

14. Information Technology Act, 2000 

15. Medical Council of India (MCI) Regulations/State 

Medical Council 

16. Digital Personal Data Protection Act, 2023 

17. The Indian Contract Act, 1872 


