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LEGAL IMPLICATIONS OF ARTIFICIAL 

INTELLIGENCE IN HEALTHCARE 
 

AUTHORED BY - VIDUSHI VATS & SHASHI BHUSHAN 

 

 

I. INTRODUCTION 

A. Background and Overview: 

In the dynamic intersection of healthcare and technology, Artificial Intelligence (AI) stands as a 

transformative catalyst, poised to redefine the contours of patient care and medical practice. The 

promise of heightened efficiency, accurate diagnostics, and personalized treatment plans, 

however, brings forth a complex tapestry of legal considerations that necessitate thorough 

exploration. As we embark on an in-depth analysis of the legal implications of AI in healthcare, 

our journey begins by untangling the intricate web of challenges and opportunities inherent in 

this technological evolution. 

 

The integration of AI introduces a host of legal challenges that require meticulous attention: 

1. Informed Consent: Central to ethical AI deployment in healthcare is the concept of 

informed consent. Patients must be empowered with comprehensive information about 

the use of their data in AI systems, placing transparency at the forefront of responsible 

implementation. 

2. Safety and Transparency: The legal framework must address the paramount concerns of 

safety and transparency in AI systems. Clear guidelines and robust regulations are 

essential to ensure the effectiveness, reliability, and, above all, the safety of AI 

applications in the healthcare domain. 

3. Algorithmic Fairness and Biases: The legal imperative calls for the eradication of biases 

in AI algorithms, ensuring fairness and equal access in healthcare service delivery. Ethical 

considerations drive the meticulous design of algorithms to prevent discriminatory 

outcomes. 

4. Data Privacy: The protection of patient data emerges as a non-negotiable legal 

requirement. Stricter regulations are imperative to shield against data breaches and 

misuse, establishing a framework that instills confidence in the confidentiality and 
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security of sensitive health information. 

5. Liability: The legal response to potential errors or malfunctions in AI-driven healthcare 

processes demands the establishment of clear liability frameworks. Clarity on 

accountability becomes paramount to address any adverse consequences stemming from 

AI utilization in healthcare. 

 

B. Scope and Importance of AI in Healthcare: 

Artificial Intelligence (AI) has a significant scope and importance in healthcare, offering 

numerous benefits and potential applications. Some of the key aspects of AI in healthcare include: 

1. Diagnosis and Treatment Recommendations: AI can analyze large volumes of data across 

different modalities to detect diseases and guide clinical decisions, potentially 

outperforming human experts in certain tasks.1 

2. Patient Engagement and Adherence: AI systems can support patient engagement and 

adherence to treatment plans, helping patients manage their health more effectively.2 

3. Administrative Activities: AI can streamline administrative tasks, such as scheduling 

appointments and managing patient records, improving efficiency and reducing errors. 

4. Health Services Management: AI can provide healthcare professionals with real-time 

medical information updates from various sources, supporting decision-making and 

improving patient care. 

5. Drug Discovery: AI can assist in the development of new pharmaceuticals, accelerating 

the drug discovery process and improving patient outcomes.3 

6. Remote Diagnosis: AI has the capability of remotely diagnosing patients, extending 

medical services to remote areas beyond major urban centers. 

7. Infectious Disease Surveillance: AI can analyze data from various sources, such as travel 

itinerary information and flight paths, to help predict future outbreaks and improve public 

health. 

AI has the potential to revolutionize healthcare by improving patient outcomes, reducing 

costs, and enhancing the overall quality of care. However, it is crucial to address the 

ethical and legal concerns associated with AI in healthcare to ensure its safe and effective 

                                                      
1 The role of artificial intelligence in healthcare: a structured literature review, BMC Medical Informatics and 

Decision Making, https://bmcmedinformdecismak.biomedcentral.com/articles/10.1186/s12911-021-01488-9 

2 The potential for artificial intelligence in healthcare, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6616181/ 

3 Artificial Intelligence: How is It Changing Medical Sciences and Its Future?, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7640807/ 
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II. THE RISE OF AI IN HEALTHCARE 

A. Applications and Innovations:  

The rise of AI in healthcare has led to numerous applications and innovations, transforming the 

practice of medicine and improving patient outcomes. Some of the key applications and 

innovations in AI healthcare include: 

1. Medical Diagnosis: AI systems can analyze large volumes of data to detect diseases and 

guide clinical decisions, potentially outperforming human experts in certain tasks.5 

2. Drug Discovery: AI can assist in the development of new pharmaceuticals, accelerating 

the drug discovery process and improving patient outcomes.6 

3. Robotic Surgery: AI-powered robots can assist in performing surgeries, improving 

precision and reducing the risk of complications.7 

4. Administrative Tasks: AI can streamline administrative tasks, such as scheduling 

appointments and managing patient records, improving efficiency and reducing errors. 

5. Patient Engagement and Adherence: AI systems can support patient engagement and 

adherence to treatment plans, helping patients manage their health more effectively.8 

6. Health Services Management: AI can provide healthcare professionals with real-time 

medical information updates from various sources, supporting decision-making and 

improving patient care. Infectious Disease Surveillance: AI can analyze data from various 

sources, such as travel itinerary information and flight paths, to help predict future 

outbreaks and improve public health. 

These applications and innovations have the potential to revolutionize healthcare by 

improving patient outcomes, reducing costs, and enhancing the overall quality of care. 

However, it is crucial to address the ethical and legal concerns associated with AI in 

healthcare to ensure its safe and effective implementation. 

 

                                                      
4 Legal and Ethical Consideration in Artificial Intelligence in Healthcare: Who Takes Responsibility, National 

Library of Medicine, https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8963864/ 
5 The rise of artificial intelligence in healthcare applications, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7325854/ 
6 Artificial intelligence in healthcare: transforming the practice of medicine, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8285156/ 
7 Artificial Intelligence in Healthcare: 39 Examples Improving the Future of Medicine, https://builtin.com/artificial-

intelligence/artificial-intelligence-healthcare 
8 Supra Note 2 
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B. Integration into Medical Practices:  

The integration of artificial intelligence (AI) into medical practices has brought about significant 

advancements and potential benefits in healthcare. Some of the key points from the provided 

sources include: 

1. Applications and Market Growth: AI is being utilized to support healthcare personnel 

with tasks ranging from administrative workflow to medical device automation and 

patient monitoring. The AI-associated healthcare market is expected to grow rapidly, 

reaching USD 6.6 billion by 2021.9 

2. Technological Advancements: There have been substantial technological advances within 

the field of AI and data science, enabling the rapid development of AI tools and 

technology within healthcare. This includes increased computer processing speed, larger 

data collection libraries, and a growing AI talent pool.10 

3. Early Uses and Regulatory Support: Early uses of AI in healthcare were in diagnostics, 

devices, and areas such as radiology, pathology, and patient monitoring. Despite the early 

stages of adoption, AI/ML's potential advantages are being increasingly studied and 

implemented, with the potential for regulatory support and standardized benchmarks to 

evaluate performance.11 

4. Role of AI in Healthcare: AI offers an opportunity to automate some problem-solving by 

medical professionals and make quicker and better decisions than humans. It is seen as a 

way of dealing with the growing unmet need for clinical care, improving the cost of care 

and outcomes.12 

5. Potential for AI in Healthcare: AI technologies can ingest, analyze, and report large 

volumes of data across different modalities to detect disease and guide clinical decisions. 

They can support doctors, nurses, and administrators in their work by providing real-time 

medical information updates and assisting in decision-making.13 

The integration of AI into healthcare holds great promise for improving patient care, 

automating tasks, and supporting medical professionals in decision-making. However, it 

is important to address challenges such as regulatory support, standardized benchmarks, 

                                                      
9 Supra Note 5 
10 Ibid 
11 How artificial intelligence is accelerating innovation in healthcare, 

https://www.goldmansachs.com/intelligence/pages/how-artificial-intelligence-is-accelerating-innovation-in-

healthcare.html 
12 AI for healthcare, https://www.imperial.ac.uk/stories/healthcare-ai/ 
13 Supra Note 1 
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and the explainability of AI to ensure its safe and effective integration into medical 

practices. 

 

III. LEGAL FRAMEWORKS AND REGULATIONS 

A. Data Privacy and Security: 

In the current digital era, data security and privacy are vital concerns, and there are numerous 

legal frameworks and rules in place to control the gathering, using, and safeguarding of personal 

information. The following are important regional and global frameworks: 

1. General Data Protection Regulation (GDPR)14 - The European Union (EU) passed the 

General Data Protection Regulation (GDPR), a comprehensive data privacy and security 

law that applies to businesses that gather, store, and process personal data within the EU.  

Scope: The world's strictest privacy and security legislation is the GDPR. Despite having 

been prepared and approved by the EU, it imposes duties on organisations worldwide, 

provided that they target or gather data pertaining to individuals within the EU. The 

regulation went into force on May 25, 2018. 

Penalties: Fines can reach €20 million or 4% of global revenue, with data subjects able to 

seek compensation. 

 

Key Definitions: 

 Personal Data 

 Data Processing 

 Data Subject 

 Data Controller 

 Data Processor 

 

Data Protection Principles (Article 5.1-2): 

1. Lawfulness, fairness, and transparency 

2. Purpose limitation 

3. Data minimization 

4. Accuracy 

5. Storage limitation 

                                                      
14 What is GDPR, the EU’s New Data Protection Law, https://gdpr.eu/what-is-gdpr/ 
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6. Integrity and confidentiality 

7. Accountability 

 

2. Health Insurance Portability and Accountability Act (HIPAA)15: HIPAA, established 

in 1996, standardizes healthcare transactions in the United States to enhance efficiency. The 

law's five titles address various healthcare and insurance aspects. 

 

Protection of Patient Information: 

HIPAA safeguards sensitive patient health data, establishing national standards for the 

confidentiality, integrity, and availability of electronic protected health information (e-

PHI). 

Scope: The law covers all individuals in healthcare settings and applies to entities like health 

plans, clearinghouses, and providers transmitting electronic health information. 

Key Components: The HIPAA Privacy Rule governs health information use, while the 

Security Rule focuses on safeguarding electronic protected health information. 

Enforcement and Consequences: The U.S. Department of Health and Human Services 

(HHS) enforces HIPAA rules. Violations can result in civil penalties ranging from $100 to 

$50,000 per violation, with an annual maximum of $1.5 million. Criminal penalties may 

lead to fines, imprisonment up to 10 years, and penalties of up to $50,000 with 

imprisonment up to 1 year for certain offenses. 

Severity of Violations16: Penalties for HIPAA violations depend on culpability levels, and 

the nature of the violation determines its consequences. 

 

3. Cybersecurity Law of the People's Republic of China17: Ensures cybersecurity, 

safeguards national security, and protects citizens' and organizations' rights. 

Data Storage Requirement: Mandates storing data in China with authorized access. 

Technical Safeguards: Requires cybersecurity measures for network operators. 

Government Oversight: Emphasizes public and government supervision, stressing social 

responsibility. 

                                                      
15 Health Insurance Portability and Accountability Act, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/books/NBK500019/ 
16 What happens if you break HIPPA Rules, The HIPPA Journal, https://www.hipaajournal.com/what-happens-if-

you-break-hipaa-rules/ 
17 Cybersecurity Law of the People's Republic of China, 

http://www.lawinfochina.com/Display.aspx?Id=22826&Lib=law&LookType=3 
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Cybersecurity Review: Establishes scrutiny for products and services with national security 

risks. 

Penalties for National Security Endangerment: Article 27 imposes public security or 

criminal penalties for violators. Restrictions on key network security roles for those facing 

sanctions. 

State Council Authority: Article 58 empowers the State Council for detentions and fines for 

online illegal activities. 

Financial Penalties: Imposes fines (10,000 to 1 million yuan) for violations. Bans on key 

positions in network security management for offenders. 

 

4. Digital Personal Data Protection Act, 2023 (DPDP Act)18: India has recently enacted the 

Digital Personal Data Protection Act, 2023 (DPDP Act), establishing a robust legal 

framework for data privacy and security.  

 

Key provisions include: 

 Consent Requirements: Data Fiduciaries must process personal data with free, specific, 

and informed consent from Data Principals. 

 Fundamental Right to Privacy: Recognizes privacy as a fundamental right under Article 

21 of the Constitution of India. 

 Scope and Applicability: Pertains to the processing of digital personal data within India. 

 Significant Data Fiduciaries: Imposes additional obligations, including data protection 

impact assessments, on Significant Data Fiduciaries. 

 Data Breach and Notifications: Mandates data fiduciaries to implement security 

safeguards, report data breaches to authorities and data principals. 

 Cross-Border Transfers: Allows the government to restrict cross-border transfers of 

personal data by Data Fiduciaries. 

 Mandatory Consent: Requires entities collecting user data to obtain express user consent, 

with specified exceptions. 

The DPDP Act signifies a major step in India's data protection landscape, aligning with 

global standards like the EU's GDPR while considering the unique Indian context. 

 

                                                      
18 Data Protection Laws of the World, https://www.dlapiperdataprotection.com/index.html?c=IN&t=law 
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B. Regulatory Compliances in Healthcare AI by WHO19:  

The World Health Organization (WHO) has delineated key regulatory considerations for the 

ethical application of artificial intelligence (AI) in healthcare. These guidelines aim to ensure the 

responsible and efficient utilization of AI within healthcare settings. The critical regulatory 

considerations encompass: 

 Documentation and Transparency: Emphasizing the significance of maintaining thorough 

documentation and record-keeping on AI system development to instill trust and facilitate 

regulatory assessment. 

 External Validation of Data: Underscoring the necessity for routine testing of AI 

performance using external validation datasets to uphold accuracy and reliability. 

 Collaboration Among Stakeholders: Promoting collaboration among diverse 

stakeholders, including developers, regulators, manufacturers, healthcare professionals, 

and patients, to ensure AI products and services align with regulations and prioritize 

patient safety. 

 Risk Management: Addressing the imperative to manage and mitigate risks, such as 

cybersecurity threats and algorithmic bias, associated with AI technologies during 

development. 

 Data Protection and Privacy: Highlighting the importance of comprehending 

jurisdictional scope and consent requirements to adhere to data protection and privacy 

regulations. 

 Fostering International Collaboration:Advocating for global collaboration on AI 

regulations and standards to encourage the safe and responsible application of AI in 

healthcare. 

These regulatory considerations are fundamental for establishing trust, guaranteeing 

patient safety, and fostering the ethical and effective use of AI in healthcare settings.20 

 

Various examples of AI applications in healthcare aligning with the World Health Organization's 

(WHO) regulatory principles showcase the potential of AI while emphasizing responsible 

                                                      
19 WHO Publishes Regulatory Considerations on AI for Health, 

https://www.insideeulifesciences.com/2023/10/20/who-publishes-regulatory-considerations-on-ai-for-health/ 
20 Regulatory considerations on artificial intelligence for health of the WHO, 

https://www.engage.hoganlovells.com/knowledgeservices/news/regulatory-considerations-on-artificial-

intelligence-for-health-of-the-who 
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development21. Notable instances include: 

1. IDx-DR: An AI-powered diagnostic tool for detecting diabetic retinopathy, developed in 

adherence to WHO's regulatory principles, ensuring transparency, risk management, and 

collaboration among stakeholders. 

2. Ada - AI-powered Chatbot: Ada utilizes natural language processing to help patients 

identify symptoms and receive medical advice. Its development aligns with WHO's 

regulatory principles, emphasizing transparency, risk management, and collaboration 

among stakeholders. 

3. Aidoc - AI-powered Medical Imaging: Aidoc employs AI to detect abnormalities in 

medical images, demonstrating compliance with WHO's regulatory principles, including 

transparency, risk management, and collaboration among stakeholders.22 

 

C. Liability Issues:   

The principal liability challenges associated with the integration of artificial intelligence (AI) 

in healthcare are multifaceted and necessitate careful consideration. These challenges 

include: 

 Multi-Actor Problem: The complexity arises from the involvement of various 

stakeholders, such as AI developers, physicians, and patients. Identifying 

responsibilities becomes intricate, posing challenges in pinpointing the exact causes 

of errors in AI applications within the medical domain.23 

 Clinical Negligence and Product Liability: Liability concerns stem from two primary 

sources. Firstly, clinical negligence may occur when healthcare professionals fail to 

provide an acceptable standard of care, leading to harm. Secondly, product liability 

comes into play when defective AI software causes harm to patients. These aspects 

necessitate clear delineation of responsibilities and legal frameworks.24 

 Responsibility and Indemnification: Establishing unambiguous responsibility for 

any harm resulting from AI in healthcare is imperative. Indemnification mechanisms 

                                                      
21 WHO outline’s responsible regulations needed for Artificial Intelligence in healthcare, 

https://www.openaccessgovernment.org/who-outlines-responsible-regulations-needed-for-artificial-intelligence-in-

healthcare/170622/ 
22 WHO releases key regulatory considerations on AI for health, 

https://pharmatimes.com/news/who_releases_key_regulatory_considerations_on_ai_for_health_1502264/ 
23 The Use of AI in Healthcare: A Liability Issue, https://whatnext.law/2023/02/09/the-use-of-ai-in-healthcare-a-

liability-issue/ 
24 AI in healthcare: how could liability arise? https://lawscot.org.uk/members/journal/issues/vol-68-issue-06/ai-in-

healthcare-how-could-liability-arise/ 
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can potentially limit the liability of healthcare professionals and AI manufacturers, 

thereby incentivizing the widespread and responsible use of AI technologies.25 

 Ethical and Legal Challenges: The integration of AI in healthcare introduces ethical 

considerations related to informed consent, safety, transparency, algorithmic 

fairness, and data privacy. Addressing these ethical concerns is paramount for 

navigating the complex legal and liability landscape associated with AI applications 

in healthcare. 

 Regulatory Framework: A pressing requirement exists for a comprehensive legal 

framework tailored to address liability concerns arising from the involvement of AI 

in clinical decision-making processes. Such a framework should meticulously define 

and establish the respective duties and obligations of the various entities involved in 

the AI healthcare ecosystem. 

 

IV. PATIENT RIGHTS AND INFORMED CONSENT:  

Ethical Considerations 

A number of important legal and ethical criteria are crucial when it comes to patient rights and 

informed consent. In order to guarantee that patients receive sufficient information and have the 

freedom to choose their own medical care, several factors are essential. 

 

 Informed Consent Process: The informed consent process involves educating the patient 

about the risks, benefits, and alternatives of a given procedure or intervention. This 

process is both an ethical and legal requirement, ensuring that the patient is competent to 

make a voluntary decision about their healthcare. 26 

 Documentation and Understanding: The informed consent process should be thoroughly 

documented, and the healthcare provider must assess the patient's understanding of the 

information provided. The emphasis is on ensuring that the patient comprehends the risks, 

benefits, and alternatives related to their treatment or procedure. 27 

 Shared Decision Making: Shared decision making and consent are fundamental to good 

medical practice. This involves the exchange of information between the doctor and the 

                                                      
25 Ethical and legal challenges of artificial intelligence-driven healthcare, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7332220/ 
26 Informed Consent, National Library of Medicine, https://www.ncbi.nlm.nih.gov/books/NBK430827/ 
27 Informed Consent for Clinical Treatment, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3307558/ 
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patient, allowing the patient to be involved in the decision-making process and ensuring 

that they have the information they need to make informed decisions about their care.28 

 Right to be Informed and Supported: Patients have the right to be listened to and given 

information, time, and support to understand the details of their treatment. The 

presumption is that all adults have the capacity to make decisions, and those who lack 

capacity should make decisions with the support of those close to them.29 

 Consent to Treatment: Consent to treatment is a fundamental principle, and it must be 

given before any type of medical treatment, test, or examination. This consent can be 

given verbally or in writing, and the patient has the right to withdraw their consent at any 

point before the procedure. 30 

Patients' rights must be respected, and their active participation in the healthcare decision-

making process must be guaranteed, by these ethical and legal standards. They stress the 

significance of giving patients all the information they need, getting their consent 

voluntarily, and being there for them during their whole treatment process. 

 

V. AI AND MEDICAL DECISION-MAKING 

The integration of artificial intelligence (AI) in medical decision-making has transformative 

implications for clinical practice and patient care. AI, including its subfields like machine learning 

and deep learning, has the potential to revolutionize clinical decision-making by efficiently 

processing extensive patient data for evidence-based insights. However, challenges arise due to 

the complexity of AI methodologies, particularly in the interpretability of algorithms, posing 

difficulties for physicians in understanding and interpreting results. Ethical and legal 

considerations, especially regarding patient autonomy and capacity assessments, further 

complicate the landscape. 

 

Benefits associated with the integration of AI into medical decision-making encompass several 

facets: 

1. Tailored Treatments: Leveraging AI, personalized treatment models are created through 

machine learning, allowing for more individualized and effective patient care. 

                                                      
28 Decision Making and Consent, General Medical Council, https://www.gmc-uk.org/professional-

standards/professional-standards-for-doctors/decision-making-and-consent 
29 Decision Making and Consent, NHS England, https://www.england.nhs.uk/personalisedcare/shared-decision-

making/why-is-shared-decision-making-important/decision-making-and-content/ 
30 Consent to Treatment, NHS, https://www.nhs.uk/conditions/consent-to-treatment/ 
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2. Early Detection and Diagnosis: Machine learning models play a crucial role in observing 

patient symptoms, aiding in the timely detection and diagnosis of diseases. This has the 

potential to significantly improve overall patient outcomes. 

3. Clinical Decision Support: AI provides practitioners with valuable clinical decision 

support tools, assisting in the formulation of treatments based on outcomes. This 

refinement in decision-making contributes to improved patient care. 

4. Enhanced Diagnostics: Through the analysis of patient data, AI algorithms contribute to 

improved diagnostics by identifying patterns and generating insights. This optimization 

of health outcomes and enhancement of patient safety are notable outcomes. 

5. Real-Time Data and Automation: AI's provision of real-time data and automation proves 

instrumental in expediting operations, saving time, and enabling medical professionals to 

more effectively assess patients and diagnose illnesses. 

6. Cost Savings and Administrative Efficiency: AI's impact extends to minimizing costs 

arising from insurance claim denials, streamlining the claims process, and enhancing 

overall administrative efficiency. The result is substantial cost savings for healthcare 

institutions. 

These multifaceted benefits underscore the potential of AI to elevate the standards of 

medical decision-making, leading to enhanced patient outcomes and optimization across 

various aspects of healthcare processes.3132 

 

1. Some potential drawbacks of using AI in medical decision-making include: 

2. Data Privacy and Security Risks: The generation of vast amounts of sensitive patient data 

by AI can pose risks to data privacy and security, potentially leading to breaches and 

unauthorized access. 33 

3. Bias and Fairness Concerns: AI algorithms may inadvertently perpetuate biases present 

in the data used for their training, leading to unfair or discriminatory outcomes in medical 

decision-making. 34 

4. Inaccuracies and Data Gaps: While AI can improve diagnostic accuracy, it is not immune 

                                                      
31 What are the benefits of Intelligence Artificial in the medicine, https://www.telefonica.com/en/communication-

room/blog/what-are-the-benefits-of-intelligence-artificial-in-the-medicine/ 
32 Accessing Artificial Intelligence for Clinical Decision-Making, National Library of Medicine, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8521931/ 
33 What are the pros and cons of implementing AI in healthcare? https://www.openaccessgovernment.org/what-are-

the-pros-and-cons-of-implementing-ai-in-healthcare/140058/ 
34 The Pros and Cons of AI in Healthcare, https://hitrustalliance.net/the-pros-and-cons-of-ai-in-healthcare/ 
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to inaccuracies, especially when there are data gaps or errors in the input data. This can 

have potentially serious consequences, particularly in areas like medicine prescription. 35 

5. Lack of Empirical Data and Clinical Implementation Concerns: There is a lack of 

empirical data validating the effectiveness of AI-based medications in planned clinical 

settings. Most healthcare AI research has been conducted in non-clinical settings, making 

it challenging to generalize research results.36 

6. Possible Security Risks and Cyberattacks: AI's reliance on data makes it susceptible to 

security risks and cyberattacks, potentially leading to the manipulation of data and 

erroneous diagnoses.  

These drawbacks underscore the importance of addressing data privacy, security, bias, 

and accuracy concerns in the development and implementation of AI in medical decision-

making. It is essential to mitigate these risks to ensure the responsible and effective use 

of AI in healthcare. 

 

VI. CASE STUDIES: Notable Legal Cases Involving AI in 

Healthcare 

1. Google DeepMind and Royal Free NHS Trust 

Facts: The case involving Google DeepMind and the Royal Free NHS Trust revolves around a 

collaboration that sparked legal scrutiny in 2016. Google DeepMind partnered with the Royal 

Free NHS Trust to develop a kidney monitoring app called Streams. The controversy arose due 

to concerns about the sharing of patient data without sufficient consent. DeepMind gained access 

to identifiable medical records of around 1.6 million patients without clear and explicit consent 

for the use of this data in developing the Streams app. The app aimed to provide timely alerts to 

healthcare professionals about patients at risk of acute kidney injury. However, the lack of 

transparent information on data usage raised ethical and legal concerns. 

 

Ethical and Legal Concerns: 

 Data Protection Act Compliance: The Information Commissioner's Office (ICO) 

determined that the Royal Free Hospital violated the Data Protection Act by transferring 

the personal data of 1.6 million patients to DeepMind. 

                                                      
35 What is AI in healthcare? https://www.futurelearn.com/info/blog/what-is-ai-in-healthcare 
36 Drawbacks of Artificial Intelligence and Their Potential Solutions in the Healthcare Sector, National Library of 

Medicine, https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9908503/ 
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 Informed Consent: Concerns were raised regarding the absence of explicit patient consent 

for the data transfer to DeepMind, particularly for the mobile app Streams, aimed at 

enhancing clinicians' support for patients with Acute Kidney Injury (AKI). 

 Data Controller Responsibility: The ICO identified the Royal Free as the "data controller," 

responsible for safeguarding the data, while DeepMind served as a data processor on 

behalf of the trust. 

 Transparency and Accountability: The case highlighted the imperative for increased 

transparency and accountability in data-sharing agreements between public sector 

organizations and private entities, especially within the context of AI and healthcare 

collaborations. 

 Ethical Approval and Research: Concerns were raised about the ethical approval process, 

the nature of data use for AI research, and the lack of clarity regarding the research and 

development aspects of the partnership, emphasizing the need for ethical considerations 

in such collaborations. 

 

In 2017, the ICO ruled that the data-sharing arrangement between DeepMind and the Trust was 

legally inappropriate. The case underscored the importance of clear consent procedures, data 

privacy regulations, and ethical considerations in AI collaborations within the healthcare sector. 

It prompted a reevaluation of data-sharing practices and highlighted the need for robust 

frameworks when implementing AI technologies in healthcare settings. 

 

2. FDA Approval for AI in Diagnostics - PathAI and Paige.AI:  

Paige.AI, a digital pathology diagnostics company, has achieved FDA approval for its AI-based 

software, Paige Prostate. This digital pathology solution focuses on detecting prostate cancer 

through the analysis of digitized biopsy slides. 

 FDA Approval Details37: Paige Prostate received De Novo marketing authorization from 

the FDA. This marks a significant milestone as the first AI-based pathology product to 

gain such approval, allowing in vitro diagnostic (IVD) use via Paige’s FDA-cleared Full 

Focus™ digital pathology viewer. 

                                                      
37 Paige Receives First Ever FDA Approval for AI Product in Digital Pathology, 

https://news.guidedsolutions.co.uk/paige-receives-first-ever-fda-approval-for-ai-product-in-digital-pathology/ 
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 Clinical Study and Findings: The FDA approval is based on a clinical study involving 16 

pathologists who examined 527 biopsy slides. Paige Prostate demonstrated a notable 

improvement of 13.3% in pathologists' ability to detect cancer on individual slide images. 

 Diagnostic Impact:38 Pathologists using Paige's software experienced a 70% reduction in 

false-negative diagnoses and a 24% reduction in false-positive diagnoses. This showcases 

the software's potential to enhance diagnostic accuracy. 

 Future Implications: The approval reflects a rigorous validation process, paving the way 

for the introduction of future AI tools. These tools aim to standardize, expedite, and 

provide greater comfort in the diagnostic process for pathologists and patients. 

 AI's Transformative Potential39: Paige Prostate's approval sets a new standard for AI in 

pathology, demonstrating the transformative potential of AI in cancer diagnostics and 

treatment. This achievement underscores the role of AI in improving patient outcomes 

through enhanced diagnostic accuracy. 

 

VII. CONCLUSION 

In the realm where healthcare and technology converge, Artificial Intelligence (AI) emerges as a 

groundbreaking force, poised to reshape patient care and medical practice. However, the 

integration of AI in healthcare necessitates a nuanced exploration of its legal implications. 

 

As we dissect the legal landscape, several challenges and opportunities come to light. Informed 

consent takes center stage, requiring transparency about AI's use of patient data. Safety and 

transparency in AI systems demand clear guidelines, emphasizing reliability and effectiveness. 

The eradication of biases in algorithms and safeguarding patient data become pivotal for ethical 

AI deployment. Stricter regulations, such as GDPR and HIPAA, underscore the importance of 

data privacy. 

 

AI's scope in healthcare spans diagnosis, treatment recommendations, patient engagement, 

administrative tasks, drug discovery, remote diagnosis, and infectious disease surveillance. The 

transformative applications of AI, ranging from medical diagnosis to robotic surgery, reflect its 

potential to revolutionize healthcare. 

                                                      
38 Paige receives FDA De Novo clearance for AI to detect prostate cancer, 
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39 Paige Receives First Ever FDA Approval for AI Product in Digital Pathology, https://paige.ai/paige-receives-first-
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The integration of AI into medical practices brings technological advancements, regulatory 

support, and a potential solution to the growing demand for clinical care. Yet, challenges like 

regulatory frameworks, standardized benchmarks, and the explainability of AI must be addressed 

for a responsible integration. 

 

Legal frameworks and regulations, such as GDPR, HIPAA, China's Cybersecurity Law, and 

India's DPDP Act, play a crucial role in ensuring data privacy and security. The WHO's regulatory 

principles guide ethical AI application in healthcare, fostering collaboration and risk 

management. 

 

Liability issues pose multifaceted challenges, from identifying responsibilities in a multi-actor 

scenario to addressing clinical negligence and product liability. The ethical considerations of 

patient rights and informed consent stress the importance of shared decision-making and 

documentation. 

 

The transformative impact of AI on medical decision-making, offering tailored treatments and 

improved diagnostics, comes with challenges like data privacy risks, biases, and potential 

inaccuracies. Realizing AI's potential necessitates addressing these concerns. 

 

Case studies like Google DeepMind and Royal Free NHS Trust underscore the need for 

transparent data-sharing agreements and ethical considerations in AI collaborations. In contrast, 

FDA approval for Paige Prostate exemplifies AI's potential to enhance diagnostic accuracy. 

 

In conclusion, the integration of AI in healthcare holds immense promise but demands a careful 

balancing act between innovation and ethical, legal considerations. As AI continues to evolve, a 

collaborative effort is essential to establish robust frameworks that ensure responsible and 

effective use, ultimately enhancing patient outcomes and shaping the future of healthcare. 
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