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Fangda Partners was founded in 1993 and is a 
leading full-service law firm with approximately 800 
lawyers across offices in Beijing, Guangzhou, Hong 
Kong, Nanjing, Shanghai, Shenzhen and Singapore. 
The firm adopts a one-firm approach, providing in-
tegrated legal services across all practice areas and 
locations. Recognised as the firm of choice for com-
plex and high-stakes legal matters, Fangda advises 
major domestic and international companies on both 
transactions and disputes. Fangda’s team includes 

lawyers qualified in the PRC, Hong Kong, the United 
States, the United Kingdom, Australia and Singapore, 
offering strong cross-border capabilities with a dis-
tinct China focus. Fangda has extensive experience 
in AI and life sciences sectors, such as personalised 
medicine, digital health and biotechnology, including 
genomics and cancer diagnostics. The firm has as-
sisted several leading pharmaceutical companies in 
deploying AI tools to support offline marketing and 
streamline business operations.
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1. Use of Healthcare AI

1.1	 Types and Applications of Healthcare AI
In China, AI is widely used across the healthcare and 
life science sectors, primarily in relation to medical 
institutions, pharmaceutical R&D, sales and marketing, 
medical devices, diagnostics, treatment assistance 
and consumer health devices. In clinical settings, AI 
powers diagnostic imaging, virtual consultations and 
surgery planning tools, and provides clinical decision 
support for general practitioners. These technologies 
improve diagnostic accuracy and efficiency, particu-
larly in underserved areas. In the pharmaceutical sec-
tor, AI is primarily used for drug discovery, including 
target identification, virtual screening and clinical trial 
design, as well as to educate patients and doctors 
on medical products. Meanwhile, AI-enabled wear-
able devices support remote patient monitoring and 
chronic disease management.

In recent years, Chinese authorities have taken active 
steps to guide and accelerate the development of 
healthcare AI. In November 2024, the Reference 
Guide for AI Application Scenarios in the Healthcare 
Industry (the “AI Application Scenarios Reference 
Guide”) identified 84 use cases across four catego-
ries: medical service management, public health and 
primary care, health industry innovation (such as 
robotics and drug development), and medical edu-
cation and research. This guide provides a national 
framework to integrate AI into health services more 
systematically. Further, in early 2025, the Notice on 
Carrying out the 2025 Innovation Task of AI-based 

Medical Devices (the “2025 Innovation Task Notice”) 
was issued, promoting breakthroughs in intelligent 
diagnostic and therapeutic tools. In March 2025, the 
Opinions on Comprehensively Deepening the Reform 
of Drug and Medical Device Regulation to Promote 
the High-Quality Development of the Pharmaceutical 
Industry strengthened the regulation of next-genera-
tion medical technologies, including AI and medical 
robotics, by improving national technical standards 
and regulatory systems.

1.2	 Key Benefits and Challenges
Healthcare AI adoption in China is driven by both 
systemic needs and innovation opportunities. On the 
one hand, medical institutions face growing pressure 
from limited medical resources, uneven care quality 
between urban and rural areas in China, and a rising 
demand for faster and more accurate diagnoses. On 
the other hand, pharmaceutical companies are under 
pressure to accelerate drug discovery, reduce R&D 
costs and improve trial design. These challenges have 
created strong incentives across the healthcare sys-
tem to adopt AI solutions that can improve outcomes, 
enhance efficiency and support clinical decision-mak-
ing.

AI technologies bring several significant benefits to 
healthcare delivery. First, they enhance diagnostic 
accuracy and efficiency, especially in radiology and 
pathology. AI tools used in image interpretation – such 
as for lung nodule, breast cancer and stroke detec-
tion – can match or exceed human performance in 
screening tasks, leading to earlier and more reliable 
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disease identification. Second, AI improves access to 
care by supporting primary care healthcare profes-
sionals (HCPs) in under-resourced settings. Intelligent 
triage, symptom checkers and risk prediction tools 
help address the shortage of specialists and improve 
healthcare accessibility in rural and underserved areas. 
Third, AI enables more personalised and precise treat-
ment decisions. By integrating genomics, pathology 
and patient-specific health data, AI systems can rec-
ommend tailored therapies, particularly in oncology, 
where AI supports the design of targeted or immune-
based treatment strategies. Fourth, AI contributes 
to public health by strengthening early warning and 
monitoring systems. During the COVID-19 pandemic, 
AI tools were used for outbreak modelling, contact 
tracing and real-time policy support, highlighting 
their value in health emergency management. Fifth, 
AI supports clinical consistency and equity by reduc-
ing reliance on HCP intuition and minimising human 
error or bias. This helps standardise care pathways 
across medical institutions, promoting more equitable 
treatment regardless of geography. Finally, AI acceler-
ates pharmaceutical innovation by optimising target 
identification, virtual compound screening and trial 
design. These tools are increasingly being integrated 
into R&D workflows, shortening timelines and boost-
ing productivity.

Despite these advantages, AI also brings challenges 
around safety, liability, regulatory oversight and inte-
gration into professional workflows.

1.3	 Market Trends
China’s healthcare AI market is rapidly evolving under 
strong policy support and industrial demand. The AI 
Application Scenarios Reference Guide and the 2025 
Innovation Task Notice emphasise scenario-based 
adoption and regulatory readiness. Local govern-
ments have issued tailored plans to accelerate inte-
gration, such as the Shanghai Work Program for the 
Development of Artificial Intelligence in Medicine 
(2025–27) and the Suzhou Accelerates the Promotion 
of “Artificial Intelligence + Healthcare” Construction 
and Application Development Implementation Plan.

Pharmaceutical companies and technology devel-
opers are the primary drivers of innovation, and big 

technology firms and AI startups play a key role as 
enablers in these ecosystems.

Notable collaborations reflect how tech and medical 
institutions are jointly reshaping healthcare delivery 
through AI. Zhongshan Hospital partnered with Hua-
wei and iFlytek to build a multi-modal smart hospital 
integrating AI imaging, voice assistants and clinical 
decision tools. Jiangsu Provincial People’s Hospital 
worked with Tencent to launch an AI imaging and virtu-
al doctor system for patient engagement and diagnos-
tic support. The Second Affiliated Hospital of Zhejiang 
University teamed up with Alibaba Health to deploy 
AI across triage, follow-up and patient management, 
while China-Japan Friendship Hospital collaborated 
with Baidu to develop a multi-modal foundation model 
for interdisciplinary clinical decision-making.

2. Legal Framework for Healthcare AI

2.1	 Regulatory Definition and Classification of 
Healthcare AI
Current law and regulations lack a statutory definition 
for “healthcare AI systems”. However, the AI Appli-
cation Scenarios Reference Guide provides concrete 
definitions for specific AI healthcare application sce-
narios. AI-based medical software packages meeting 
the statutory definition of medical devices are regulat-
ed as medical devices. The AI Application Scenarios 
Reference Guide categories healthcare AI applications 
into four domains with specific use cases:

•	AI + Medical Service Management – including 
medical services, pharmaceutical services, health 
insurance services, traditional Chinese medicine 
administration and hospital management;

•	AI + Primary Public Health Services – including 
health management services, public health ser-
vices and elderly and childcare services;

•	AI + Health Industry Development – including 
medical robotics, drug research and development 
and traditional Chinese medicine industry; and

•	AI + Medical Education & Research – including 
medical education and medical research.

AI medical software packages qualifying as medical 
devices are categorised under the Guiding Principles 
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for the Classification and Definition of AI-based Medi-
cal Software Products as follows.

•	Low-maturity algorithms – any AI medical software 
performing assisted decision-making functions is 
classified as a Class III medical device, and any 
such software without assisted decision-making 
capabilities is classified as a Class II medical 
device.

•	High-maturity algorithms – according to the Clas-
sified Catalogue of Medical Devices, the following 
product types exist, with the management catego-
ries (Class II and Class III) also determined based 
on this catalogue:
(a) treatment planning software;
(b) medical image analysis software;
(c) clinical data mining software;
(d) diagnostic decision support systems;
(e) in vitro diagnostic (IVD) algorithms; and
(f) rehabilitation progress tracking tools.

2.2	 Key Laws and Regulations
China lacks unified healthcare AI legislation.

Alongside existing medical device regulations, such 
as the Regulation on the Supervision and Administra-
tion of Medical Devices (revised in 2024; the “Medical 
Devices Supervision Regulation”) and the Administra-
tive Measures on the Registration and Record-filing 
of Medical Devices (“Registration and Filing of Medi-
cal Devices Measures”), sector-specific rules target 
technologies like generative AI (GenAI) and deep 
synthesis algorithms – such as the Interim Measures 
for the Administration of Generative Artificial Intel-
ligence Services (the “Gen AI Measures”), the Pro-
visions on the Administration of Deep Synthesis of 
Internet-Based Information Services (the “Deep Syn-
thesis Rules”), the Provisions on the Administration of 
Algorithm-generated Recommendations for Internet 
Information Services (the “Recommendation Rules”), 
the Cybersecurity Law (CSL), the Data Security Law 
(DSL) and the Personal Information Protection Law 
(PIPL). Specialised technical guidelines also form part 
of the regulatory framework, such as the Guiding Prin-
ciples for Registration Review of AI-based Medical 
Devices (the “Guiding Principles for AMD Registration 
Review”). Moreover, investments in the healthcare AI 

sector remain subject to general foreign direct invest-
ment restrictions.

2.3	 Approval and Certification Processes
The regulatory framework comprises three distinct 
categories: AI medical devices, algorithm-based prod-
ucts, and medical service and medical technology.

Regarding AI medical devices, pursuant to the Guiding 
Principles for AMD Registration Review, the regulatory 
process covers several stages, starting with design 
and development (where each algorithm requires 
independent life cycle validation, and where 18 tech-
nical aspects including cybersecurity must be docu-
mented) and followed by pre-submission (involving 
activities to determine classification, conduct testing 
and compile clinical evaluation data), submission and 
review (requiring entities to file an application with the 
National Medical Products Administration (NMPA) for 
technical/good manufacturing practice (GMP) review) 
and finally certification (where the goal is to obtain a 
medical device registration certificate.

After determining the registration category, AI-based 
medical software is registered as standalone software. 
In special circumstances, streamlined pathways may 
apply, specifically covering two scenarios:

•	combined registration, which is applicable when 
software functionally depends on other medical 
software to operate, allowing it to be registered as 
an integrated component of that host software; and

•	priority review, for products meeting the crite-
ria under the Registration and Filing of Medical 
Devices Measures (eg, innovative device, priority 
or emergency registration procedures) that may 
access the accelerated review process.

2.4	 Software as a Medical Device (SaMD)
The foundational regulatory obligations include three 
main aspects:

•	general medical device requirements, covering reg-
istration/filing and post-market obligations (quality 
management, adverse event reporting, recalls);

•	AI-specific registration, encompassing the regis-
tration requirements of the Guiding Principles for 
AMD Registration Review and the cybersecurity 
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requirements of the Guiding Principles for Cyber-
security Registration Review of Medical Devices 
(the “Guiding Principles for Cybersecurity Registra-
tion”); and

•	production standards, where for standalone soft-
ware, the Appendix to Guidelines for Quality Man-
agement of Medical Device Production – SaMD 
(“SaMD Quality Management”) imposes specific 
controls (eg, separation of development/testing 
roles, record requirements, quality control).

Regarding AI algorithm requirements, according to 
the Deep Learning-Assisted Decision-Making SaMD 
Review, algorithm design shall consider the quality 
control requirements for the following activities: algo-
rithm selection, algorithm training, cybersecurity pro-
tections and algorithm performance evaluation.

As for continuous learning, according to the Guiding 
Principles for AMD Registration Review, the registra-
tion applicant shall verify and validate the safety and 
effectiveness of self-learning updates under its qual-
ity management system, apply for change registration 
where required and deploy such updates only upon 
obtaining NMPA approval.

2.5	 Data Protection and Privacy
China has not issued specific privacy and data pro-
tection rules on the development and deployment of 
healthcare AI. Healthcare AI is still subject to general 
data protection legal requirements, including the PIPL, 
CSL, DSL and Network Data Security Management 
Regulations, etc.

Where patient data or wearable device users’ personal 
data is to be used for AI model training and opera-
tion, the following data processing activities should 
be carefully considered.

•	Collection and use: Developers and operators of 
AI-based medical devices must strictly adhere to 
the principles of lawfulness, legitimacy, necessity 
and data minimisation. Medical institutions should 
inform patients of the nature, function, and poten-
tial risks of AI assistance with a clear explanation 
of the intended purpose and obtain necessary 
consent prior to treatment.

•	Storage: Patients’ medical record data constitutes 
sensitive information and thus must be securely 
stored using encryption, access controls, audit 
logs, and other technical and managerial measures 
to ensure data security.

•	Sharing and cross-border data transfer (CBDT): 
Please see 6.3 Data Sharing and Access for 
details.

•	Anonymisation: Please see 6.4 De-Identification 
and Anonymisation for details.

•	Cybersecurity multi-level protection scheme 
(MLPS): Enterprises or medical institutions deploy-
ing and operating on-premises AI diagnostic sys-
tems must conduct pre-deployment security risk 
assessments and meet relevant MLPS obligations. 
Under China’s updated MLPS 3.0 (2025), health-
care system operators are required to re-assess 
the grading of their systems based on the new 
grading standards and fill in the data inventory for 
systems above level 2.

As the development of AI in the healthcare industry 
relies heavily on a large volume of sensitive patient 
data for training purposes, datasets composed of 
massive patient data or inferences drawn from com-
prehensive analysis based on such data may poten-
tially be recognised as “important data” when a cat-
alogue of important data in the healthcare sector is 
released. Accordingly, this could in turn trigger obliga-
tions such as data processing agreement drafting, risk 
assessments and annual reporting of important data 
processing activities, and graded classification and 
protection of important data.

2.6	 Interoperability and Standards
There is currently no technical standard specific to 
healthcare AI systems. Instead, applicable standards 
are scattered across national, industry, and group 
standards. While national standards mainly cover 
general cybersecurity and data protection, technical 
guidance pertinent to healthcare AI is largely found in 
industry and group-level standards.

For GenAI systems that interact directly with patients 
– such as intelligent triage, virtual consultations or 
pre-diagnosis assistants – specific standards apply, 
including the following.
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•	Basic security requirements: If healthcare AI sys-
tems directly interact with patients, the national 
standard GB/T 45654-2025 Basic Security 
Requirements for Generative AI Services requires 
AI developers to pay close attention to user noti-
fication, content moderation and safety require-
ments for both large language model (LLM) train-
ing and outputs, as well as overarching primary 
security measures.

•	Pre-training and training data: The national stand-
ard GB/T 45652-2025 Security Specification for 
Generative Artificial Intelligence Pre-Training and 
Fine-Tuning Data sets requirements for the pre-
training and optimisation of training data used in 
GenAI, as well as the processing activities involved.

•	AI-generated content (AIGC) labelling: Label-
ling includes both explicit and implicit labelling. 
Explicit labelling refers to adding visible cues to 
AIGC to clearly alert the public and prevent confu-
sion or misidentification. Implicit labelling involves 
metadata-based tagging. Specific requirements are 
further elaborated in the Measures for Labeling AI-
Generated or Composed Content and the national 
standard GB 45438-2025 Labeling Method for 
Content Generated by Artificial Intelligence.

In addition to GenAI services, healthcare AI systems 
are also subject to the following technical require-
ments and standards.

•	Full-cycle personal health data processing: Vari-
ous standards (including but not limited to GB/T 
35273-2020 Personal Information Security Specifi-
cation, GB/T 39375-2020 Health and Medical Data 
Security Guidelines) specify principles and secu-
rity requirements for personal information-related 
activities such as collection, storage, use, sharing, 
transfer, public disclosure and deletion.

•	Telemedicine platforms, information access 
and data exchange: GB/T 44792-2024 Informa-
tion Access and Data Exchange of Telemedicine 
Platform and certain other standards focus on the 
architecture of telemedicine platform data access 
and exchange, including technical requirements for 
front-end gateway data exchange, personal health 
device connectivity and audio/video integration.

•	Specific scenario-based applications: Industry and 
group standards have already been developed for 

various AI applications in different medical treat-
ment scenarios, such as lung image analysis tools, 
coronary computed tomography (CT) imaging 
software, surgical assistance devices and systems 
using robotic technologies, multicentre medical 
data collaborative analysis platforms and glaucoma 
screening systems.

National standards are normally developed by stand-
ardisation institutions and sectoral administrations, 
such as the National Information Security Standardi-
zation Technical Committee (TC260) and the NMPA, 
while group standards are often led by the China 
Communications Standards Association, with super-
vision and direction by regulatory agencies like the 
Cyberspace Administration of China (CAC), the Minis-
try of Industry and Information Technology (MIIT) and 
the NMPA.

3. Regulatory Oversight of Healthcare 
AI

3.1	 Regulatory Authorities
Regulators can be categorised by sectoral administra-
tion and supervision mandates as:

•	medical sector regulators, where the NMPA gov-
erns medical device registration, technical reviews 
and post-market surveillance for healthcare AI 
products, and the National Health Commission 
supervises medical institutions and their usage of 
AI products and/or services;

•	technology regulators, where CAC and MIIT govern 
cybersecurity, AI-related matters and data compli-
ance; and

•	ancillary regulators, where the State Administration 
for Market Regulation monitors advertising compli-
ance, while the National Development and Reform 
Commission and Ministry of Commerce supervise 
foreign investment.

Inter-agency co-ordination occurs through specialised 
law enforcement campaigns. CAC and MIIT, as tech-
nology regulators, lead these efforts, but in practice 
will defer to sector-specific authorities such as the 
NMPA for healthcare oversight.
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3.2	 Pre-Market Requirements
Pre-market requirements for healthcare AI developers 
in China mainly apply to AI-based medical devices, 
which are regulated under the Medical Devices Super-
vision Regulation, Registration and Filing of Medical 
Devices Measure, and relevant technical guidelines.

Pursuant to the Guiding Principles for AMD Regis-
tration Review and the Guiding Principles for SaMD 
Registration Review, developers must:

•	conduct clinical evaluations – unless explicitly 
exempt – through clinical trials or literature-based 
analysis;

•	prepare technical documentation, including algo-
rithm descriptions, software life cycle records, data 
governance protocols, and quality control for train-
ing and testing datasets; and

•	perform risk assessments that demonstrate trace-
ability, reliability and safety throughout the product 
life cycle, along with defined usage limitations.

Regulators also require disclosure of algorithm 
structure, training data and performance metrics. To 
enhance transparency and interpretability – especially 
for deep learning models – visual tools such as heat-
maps are often encouraged. Furthermore, developers 
must mitigate bias through representative data col-
lection and fairness assessments. For transparency, 
explainability and bias mitigation, please see 5.2 
Transparency and Explainability and 5.3 Bias and 
Fairness.

3.3	 Post-Market Surveillance
Post-market surveillance requirements differ based on 
application types. For hospital-deployed medical AI, 
according to the Administrative Measures for Adverse 
Drug Reaction Reporting and Monitoring, which 
require institutions to report adverse drug reactions, 
there is currently no overarching legal framework spe-
cifically addressing AI-related risks. AI-based medical 
devices are subject to the Medical Devices Super-
vision Regulation, which mandates that registrants 
and filing holders conduct adverse event monitoring, 
re-evaluate marketed devices and implement recall 
mechanisms where necessary.

Concerning algorithm updates, as outlined in 2.4 Soft-
ware as a Medical Device (SaMD), developers must:

•	verify and validate the safety and effectiveness of 
any self-learning or updated models; and

•	apply for change registration when such updates 
materially affect the product’s intended use or 
safety profile.

For adaptive or continuous learning algorithms, the 
Guiding Principles for AMD Registration Review 
require that such features remain disabled or used 
solely for research purposes unless separately 
approved. These models, which update based on 
real-world data, introduce uncertainty in safety and 
effectiveness. Developers must validate any changes 
resulting from self-learning and apply for registration 
modification before such updates can be deployed in 
clinical settings.

A centralised adverse event reporting system exists 
for medical devices for monitoring and reporting 
adverse events; however, no dedicated monitoring 
mechanism is in place for AI applications outside the 
scope of medical device regulation.

3.4	 Enforcement Actions
Regarding enforcement, administrative penalties have 
been imposed on the use of unregistered AI-based 
medical software and on health data breaches. How-
ever, no publicly reported cases of regulatory interven-
tion, warnings or product recalls specific to healthcare 
AI have been identified.

Penalties vary by violation type. Under the Medical 
Devices Supervision Regulation, use of unregistered 
Class II/III AI medical devices may trigger confiscation, 
fines or business suspension. Under the DSL, data 
protection failures may lead to fines of up to CNY2 
million, suspension of operations or licence revoca-
tion. Although no significant or systematic enforce-
ment against healthcare AI has been seen, in June 
2023, a Beijing software company developing human 
gene exome data analysis systems was fined for fail-
ing to implement sufficient data security measures, 
resulting in 19.1 GB of genetic data being exposed to 
the risk of leakage.
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4. Liability and Risk in Healthcare AI

4.1	 Liability Framework
China has not yet established a dedicated legal 
framework specifically addressing liability allocation 
between AI-related stakeholders. Liabilities are allo-
cated under the traditional tort law, contract law and 
administrative regulations regarding generic products, 
medical devices, patients and healthcare providers. 
The applicable legal framework governing the liability 
of healthcare AI systems is as follows.

The Civil Code – Generic or Special Product 
Liability Provisions
If a healthcare AI system causes personal injury or 
property damage due to defects, the liability depends 
on the system type.

•	If the healthcare AI system qualifies as a “generic 
product” (which is highly likely as PRC law defines 
“products” mainly by their sales purpose, without 
requiring physical/tangible form), the patients may 
claim product liability against the system’s pro-
ducer/manufacturer (developer) and seller. A seller 
who compensates patients has the right to seek 
recourse from producers/manufacturers (develop-
ers). A medical institution, as the direct user of the 
AI system, is generally not liable under product 
liability unless it caused the defect.

•	If the healthcare AI system is further classified as a 
“medical device”, then the patient can claim medi-
cal damage liability not only against the producer/
manufacturer (developer) and the seller, but also 
directly against the medical institution in the first 
instance. The institution can then seek recourse 
from the producer/manufacturer (developer).

Steps to determine whether the AI system is defective 
in judicial practice typically include the following.

•	Verifying that the AI system’s design complies with 
mandatory or recommended standards; violation of 
standards indicates defects.

•	If no standards are violated, examining the algo-
rithmic logic to see if obvious improvements could 
have prevented the harm. If so, a defect might 
be recognised (currently, AI diagnosis is not yet a 
“black box”, meaning that the underlying algorith-

mic logic can always be examined). Additionally, 
the producer (developer) failing to provide neces-
sary warnings to the user or patient may constitute 
a warning defect.

Product Quality Law and Consumer Rights 
Protection Law
If healthcare AI systems are defined as “products”, 
their safety, suitability and instructions must comply 
with relevant standards. Developers and sellers bear 
civil and administrative liability for non-compliance.

Regulations on the Supervision and Administration 
of Medical Devices (2024 Revision)
If healthcare AI systems qualify as medical devices, 
manufacturers are responsible for their quality, safety 
and effectiveness. Regulatory authorities may order 
recalls or impose penalties for design defects or soft-
ware update failures.

4.2	 Patient Harm and Malpractice
Medical institutions and HCPs remain subject to tradi-
tional medical malpractice standards. Given that most 
AI systems in clinical practice function as decision-
support tools rather than fully autonomous systems, 
ultimate responsibility typically rests with the human 
user. Improper reliance on AI-generated recommen-
dations or inadequate supervision of the system’s 
application can expose medical treatment providers 
to legal claims.

In such cases, traditional rules on patient harm and 
malpractice apply, so medical institutions will be held 
liable only if their personnel are proven to be at fault 
and the cause of patient harm during diagnosis or 
treatment. Specifically, the patient must prove four 
elements: wrongful act, damage, causation and fault, 
where proving fault of medical personnel is the most 
challenging.

4.3	 Risk Management Requirements
China has not yet prescribed a unified risk manage-
ment framework specific to healthcare AI, but medical 
institutions and developers are subject to some frag-
mented regulatory and technical requirements.
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Medical Institutions
Medical institutions deploying AI systems are gener-
ally expected to establish internal oversight mecha-
nisms, including risk identification, adverse event 
tracking and algorithm performance monitoring. AI 
is typically treated as an assistive tool, and liability 
remains with licensed HCPs, reinforcing the need for 
robust human-in-the-loop safeguards.

Developers
AI-based medical devices shall comply with existing 
medical device regulations. Local guidance, such as 
that from the Beijing Medical Products Administra-
tion, requires risk documentation covering the full life 
cycle – risk identification, control measures, residual 
risk evaluation and traceability – particularly for AI-
specific risks like false negatives or model drift.

Risk Assessment and Insurance
There is no mandatory AI-specific insurance, but 
some policy proposals encourage tailored coverage. 
In practice, a few insurers and medical institutions 
have piloted AI-related liability coverage or internal 
reserve mechanisms to manage emerging risks.

4.4	 Defences and Limitations
In generic/medical device product liability cases, 
under general tort law and product liability law the 
burden of proof lies mainly with the patient rather 
than the producer/manufacturer (developer), seller or 
medical institute. There is no reversal of the burden 
of proof. Consequently, it remains relatively difficult 
for the patient to hold AI developers or users liable.

In current judicial practice, courts will rely on experts 
to review AI system algorithms and determine wheth-
er there is obvious room for improvement that could 
have prevented the harm (ie, design defects). To date, 
no cases have involved “black-box” AI systems that 
are completely opaque and cannot be reviewed, and 
no relevant precedents exist.

In medical institute malpractice cases, there are also 
no specific liability limitations or “safe harbour” provi-
sions available to healthcare users who used AI tools 
in treatment or diagnosis. The medical institute still 
needs to independently review and verify the AI sys-

tem’s conclusion according to the medical standards 
prevailing at the time.

5. Ethical and Governance 
Considerations for Healthcare AI

5.1	 Ethical Frameworks
The ethical framework for healthcare AI consists 
of various mandatory requirements, recommend-
ed guidelines and industrial standards. This ethical 
framework emphasises the ethical review process to 
ensure compliance and AI’s human-centred nature.

One of the key milestones is the promulgation of 
the Measures for Scientific and Technological Eth-
ics Review (Trial) in 2023. Companies engaging in 
life science, healthcare and AI research that involves 
sensitive fields of sci-tech ethics have to establish 
an internal ethics review committee to assess com-
pliance with applicable laws, ethical codes and sci-
tech ethical principles promoting human well-being, 
respecting the right to life, adhering to fairness and 
impartiality, reasonably controlling risks, maintaining 
openness and transparency, etc. For sci-tech activi-
ties that may pose a greater possibility of ethical risks, 
such as R&D of automated decision-making systems 
with a high degree of autonomy (AI models) for sce-
narios with safety or personal health risks, additional 
expert ethical review is required.

Various recommended guidelines have also been 
developed as sectoral best practice for developers 
and health institutions. For example, the Code of 
Ethics for the New Generation Artificial Intelligence, 
issued in 2021, which emphasises privacy and data 
security and echoes the ethical principles listed in 
the foregoing, provides ethical codes from R&D, sup-
ply, use and management perspectives. Similar ethi-
cal principles are also seen in the Industrial Expert 
Consensus of Deployment of DeepSeek by Medical 
Institutions.

In practice, ethical considerations, like human wel-
fare, privacy and data security, and accountability are 
integrated into regulatory processes through product 
registration, clinical trials and post-market monitor-
ing on adverse incidents. Ethics committee approval 
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in clinical trials for AI medical devices, pertaining to 
whether the trial has sufficiently considered ethical 
principles, is a must-have. In particular, ethics com-
mittee approval for an AI medical device to collect 
data is also required as part of the algorithm research 
report to be submitted for medical device registration.

5.2	 Transparency and Explainability
For healthcare AI systems that qualify as medical 
devices, the instructions of the product shall comply 
with the requirements of transparency and explainabil-
ity, and shall include basic algorithm information. If an 
AI system’s security level is severe (such as in the case 
of using a black-box algorithm or auxiliary decision-
making), additional algorithm research summaries, 
use restrictions and necessary precaution informa-
tion shall also be provided, as required in the Guiding 
Principles for AMD Registration Review.

HCPs are only explicitly required to disclose to 
patients when healthcare AI is being used in their care 
in limited situations. For example, before using AI-
assisted diagnostic technology for invasive examina-
tions or performing surgery assisted by an AI surgical 
system, the purpose of the examination/surgery, risks, 
precautions, potential complications and preventive 
measures should be communicated by the HCP to 
the patient and their family members in advance. An 
informed consent form should also be signed.

For other healthcare AI systems that may process 
HCPs’ and patients’ personal information, general 
transparency requirements under the PIPL will apply, 
and the purpose and means of data processing shall 
also be made available to the HCPs and patients con-
cerned.

5.3	 Bias and Fairness
Maintaining fairness and preventing algorithm bias 
is one of the key principles in healthcare AI-related 
regulations and guidelines. For example, the Gen AI 
Measures (where applicable) require GenAI service 
providers to take effective measures to prevent bias 
during algorithm design, the selection of training data, 
model generation and optimisation, service provision, 
etc.

For AI medical devices, the Guiding Principles for 
AMD Registration Review issued by the NMPA provide 
that, to ensure data quality and control data bias dur-
ing the training of AI systems, the collection of sample 
data must consider the compliance, sufficiency and 
diversity of data sources (such as disease composi-
tion, population distribution, the scientific and rational 
distribution of data, and the sufficiency, effectiveness 
and accuracy of data quality control). In the registra-
tion materials for AI medical devices, it is also required 
that the NMPA be provided with algorithm risk man-
agement information, specifying control measures for 
risks such as overfitting and underfitting, false nega-
tives and false positives, and data contamination and 
bias.

For healthcare-related GenAI services (such as GenAI 
tools for diagnostics and treatment planning or patient 
consultation), the Gen AI Measures require service 
providers to carry out a security assessment, under 
which training data and outputs that contain discrimi-
native, unreliable or imprecise content that does not 
meet the security requirements in healthcare informa-
tion services must be strictly managed and controlled 
during sampling tests. Content monitoring and a user 
complaint mechanism shall also be adopted during 
service provision.

5.4	 Human Oversight
Healthcare AI adheres to a human-centred principle, 
and automatically generating prescriptions, falsely 
using an HCP’s name or replacing an HCP in pro-
viding diagnosis and treatment services is explicitly 
prohibited. The final diagnosis and treatment must be 
determined by a qualified HCP.

Healthcare AI systems can only serve as a tool for 
users (HCPs or patients) to collect medical referential 
information, or to assist users (HCPs or patients) with 
auxiliary decision-making. In addition, highly autono-
mous AI systems that involve safety or health risks are 
subject to ethical review and expert re-examination.
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6. Data Governance in Healthcare AI

6.1	 Training Data Requirements
For healthcare AI systems that qualify as medical 
devices, the Guiding Principles for AMD Registration 
Review provide key compliance requirements for the 
training data.

•	Data quality: It is mandated that the data training 
process consider compliance and quality control 
requirements during the key processes of data 
collection, collation and annotation, as well as the 
construction of a data set, particularly in relation 
to (i) data collection devices and personnel man-
agement; (ii) data desensitisation; and (ii) process 
management, the establishment of data collec-
tion-, cleansing- and annotation-related operational 
standards, quality assessment processes, etc.

•	Fair representation: The training dataset should, in 
principle, ensure that the sample distribution is bal-
anced, scientific and rational (taking into account 
the epidemiological characteristics of the target 
disease). Data should be collected as extensively 
as possible based on the intended use and appli-
cation scenarios of the product. This includes data 
from representative clinical institutions across 
multiple hospitals, regions and levels, as well as 
data from representative collection devices from 
multiple manufacturers, of multiple types and with 
multiple parameters.

•	Documentation: The source of training data and 
quality control processes (including data collec-
tion quality assessment results, annotation quality 
assessment results, etc) shall be traceable, well-
documented and structurally managed.

For other generic healthcare-related Gen AI services, 
the Gen AI Measures will regulate the data training 
process, which primarily requires service providers 
to use training data and models from legal sources, 
ensure there is no infringement, take measures to 
improve data quality and prevent bias, etc.

•	Data quality: establish data screening and data 
quality assessment mechanisms, including man-
aging illegal and harmful content (less than 5%), 
abandoning data sources with third-party infringe-
ment risks, identifying and removing misleading, 

fake or false content in vertical fields like health-
care, etc, and assessing data quality through 
annotation.

•	Data representation: ensure diverse sources of 
data of the same format (eg, code, images, audio, 
video, text in different languages, etc), use both 
overseas and local training data, etc.

•	Data documentation: sources of training data shall 
be traceable and documented, including through 
the provision of relevant authorisation documents 
(eg, open-source licence agreements, commer-
cial contracts, authorisation records of users, etc) 
and data collection (from the Internet) records that 
comply with the limitations of robot protocols and 
technical restrictions.

For bias-mitigation measures, please refer to 5.3 Bias 
and Fairness.

6.2	 Secondary Use of Health Data
If healthcare data used for training contains personal 
information, the PIPL and Measures for the Ethical 
Review of Life Science and Medical Research Involv-
ing Humans requires – as a general principle – that 
data processing activities, including secondary use of 
healthcare data for AI training and development, shall 
be disclosed in the privacy policy/informed consent 
form to patients, and consent shall be obtained.

Although it might not be feasible to obtain consent 
for secondary use, current laws do not provide con-
sent exemptions for secondary use of healthcare data, 
nor do they specifically provide that secondary use is 
compatible use. Having said that, the recommended 
national standard GB/T 39375-2020 Health and Medi-
cal Data Security Guidelines provides a mechanism 
to request secondary use of healthcare data from 
medical institutions, albeit that this is limited to non-
identifiable data and can only be used for non-profit 
purposes.

6.3	 Data Sharing and Access
Current legislation governing data sharing and access 
remains centred around:

•	the PIPL, if personal information is involved in the 
training; and
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•	the laws governing medical institutions’ respon-
sibility for managing medical records, such as 
the Regulations for Medical Institutions on Medi-
cal Records Management, and the requirement 
for institutional approval for external data sharing 
under the Administrative Measures for the Cyber-
security of Medical and Healthcare Institutions. 
No dedicated healthcare AI legislation has been 
enacted in this regard.

As required by the PIPL, medical institutions collabo-
rating with enterprises on healthcare AI development 
must strictly comply with the notification and separate 
consent requirements before sharing patients’ data. A 
data sharing agreement must be established to define 
the scope, purpose and means of data sharing and 
responsibilities.

Cross-border transfer of personal information and 
important data for healthcare AI development shall 
also comply with the CBDT mechanisms required 
by CAC, such as security assessment and stand-
ard contractual clause (SCC) filing. If training data 
involves human genetic resources, the Regulations 
on the Administration of Human Genetic Resources 
also require that mandatory filing and data backup 
be completed before such data can be lawfully trans-
ferred outside of China.

6.4	 De-Identification and Anonymisation
The de-identification and anonymisation of health 
data are primarily governed by the PIPL – which has 
established clear definitions for personal information 
de-identification and anonymisation – and the recom-
mended national standard GB/T 37964-2019 Guide-
lines for De-identifying Personal Information, which 
provides detailed guidance on de-identification meth-
ods such as aggregation, encryption, suppression, 
pseudonymisation, generalisation and randomisation.

As raw health and medical data still constitute person-
al information, many AI system developers are consid-
ering the feasibility of de-identifying and anonymising 
such data for training purposes, to be exempted from 
the compliance requirements under the PIPL. While 
there are no legal standards for health and medical 
data anonymisation as of yet, AI system develop-
ers are adopting multiple de-identification measures, 

aiming to minimise the risk of re-identification to an 
acceptable level.

7. Intellectual Property Issues 
Regarding Healthcare AI

7.1	 Patent Protection
Under the Chinese Patent Law, an invention must be 
a novel technical solution that solves technical prob-
lems using natural laws and leads to technical effects. 
Purely abstract algorithms or mental methods, includ-
ing AI models that do not have practical applications 
or technical implementability, are not patentable. To 
form a complete “problem–means–effect” chain, the 
healthcare AI patent application must clearly show 
how the technical systems solve specific techni-
cal issues (eg, how the algorithm is embedded in 
image-capturing devices or diagnostic apparatus). 
In practice, the Guidelines for Patent Applications for 
AI-related Inventions, published by the National Intel-
lectual Property Administration (CNIPA), further clarify 
that, due to the “black-box” nature of AI, the patent 
specifications must include experimental data and 
parameter relationships so as to meet the implemen-
tation requirements.

Further, Article 25.1.3 of the Patent Law prohibits 
patents for diagnosis and treatment methods for ill-
nesses. This limitation poses a significant barrier to 
healthcare AI patent applications that directly involve 
medical diagnoses. In patent examination practice, AI 
algorithms that directly diagnose diseases from patient 
data are typically considered “diagnostic methods” 
and are excluded from patent protection. To navigate 
this restriction, companies often reframe their inven-
tions to avoid the word “diagnosis” and emphasise 
systems and devices rather than diagnostic methods.

A notable case illustrating the successful application 
of healthcare AI in China is Tencent’s MiYing AI for 
glaucoma diagnosis, which passed the regulatory 
requirements for medical devices and was approved 
as an innovative medical instrument. This case dem-
onstrates that AI applications integrated with medical 
equipment and following specific technical and regu-
latory guidelines can be successfully patented.
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7.2	 Copyright and Trade Secrets
Copyright Protection
In China, Article 3 (8) of the Copyright Law expressly 
lists computer software among the categories of cop-
yrightable works. This statutory protection is further 
elaborated in Articles 2 and 3 of the Regulations on the 
Protection of Computer Software, which specify that 
software, including computer programmes, source 
code and accompanying documentation qualify for 
copyright protection once the originality requirement 
has been met. Copyright protection is automatically 
granted upon creation without the compulsory need 
for registration, although voluntary registration is com-
monly used for evidentiary purposes in practice.

In the context of healthcare AI, the underlying algorith-
mic logic and structure of training models generally do 
not meet the threshold for authorship under copyright 
law and thus lack direct copyright protection. As not-
ed in the foregoing, patent protection for AI algorithms 
integrated into concrete technical solutions remains 
uncertain. As a result, healthcare AI companies tend 
to rely more on trade secret protection to safeguard 
core models, parameters and data preprocessing 
workflows.

Trade Secret Protection
Pursuant to Article 9 (4) of the Anti-Unfair Competi-
tion Law, technical information may qualify as a trade 
secret if it is not publicly known, commercially valu-
able and subject to reasonable confidentiality meas-
ures. In practice, healthcare AI companies treat key 
elements such as model weights, training datasets, 
algorithm design frameworks and operational pro-
cesses as trade secrets. Protection mechanisms 
typically include non-disclosure agreements, infor-
mation compartmentalisation, encrypted storage and 
access controls. Companies also implement clear 
internal policies on employee IP ownership and post-
employment non-compete obligations to mitigate the 
risk of misappropriation or disputes over employee 
inventions.

Regulatory Disclosure and Confidentiality 
Mechanisms
In the context of medical device registration, health-
care AI developers shall submit detailed technical 
documentation to regulatory authorities. Reviewers 

and external experts are prohibited from disclosing 
technical information or other trade secrets obtained 
during the regulatory process without the applicant’s 
consent. To mitigate the risk of repeated disclosure, 
a “master file” system has been introduced, enabling 
companies to file core algorithmic materials separate-
ly and authorise their being referenced across multiple 
product applications.

Meanwhile, the Guiding Principles for AMD Registra-
tion Review mandate transparency by requiring com-
panies to disclose key information – such as algorithm 
performance, data provenance and training processes 
– to ensure product safety. For clinical decision sup-
port tools, product manuals shall include performance 
evaluations and a summary of training data. For black-
box models, additional disclosures regarding usage 
limitations and risk warnings are required. In practice, 
companies typically meet these transparency require-
ments through summary disclosures and performance 
reports while safeguarding detailed algorithms as 
internal confidential information.

7.3	 Ownership of AI Outputs
Health AI outputs (eg, diagnostic findings, treatment 
suggestions) are often deemed part of medical ser-
vices and are generally not recognised as indepen-
dently tradable IP.

•	Diagnostic recommendations, treatment recom-
mendations and other outputs generated by 
healthcare AI systems are generally regarded as 
analytical outcomes rather than original expres-
sions and thus are typically not independently 
protectable by copyright or patent.

•	Healthcare AI outputs are merely the result of using 
a (potentially patented) tool; the outputs them-
selves are not novel “technical solutions”, thus 
failing to meet the patentability criteria.

•	For copyright protection, current law lacks specific 
provisions regarding AI outputs. As elaborated in 
7.2 Copyright and Trade Secrets, Chinese courts 
have recognised that when the AI outputs cre-
ated by natural persons reflect original expression, 
such outputs may obtain copyright protection. In 
practice, however, healthcare AI outputs normally 
lack human authorship and sufficient originality of 
form, and generally do not qualify as “works” under 
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the Copyright Law, thus falling outside copyright 
protection.

Given the premise that the outputs themselves gen-
erally do not involve IP rights, contractual practice is 
unlikely to specifically allocate such rights. Instead, 
contracts would primarily treat the outputs as data 
and assign rights and obligations from the perspective 
of data usage.

Due to the absence of specific legal provisions, con-
tractual agreements between AI technology provid-
ers and healthcare institutions play a decisive role 
in allocating IP rights and responsibilities. Typically, 
AI providers retain IP in core technologies, such as 
algorithms, software and models, while healthcare 
institutions (eg, hospitals) receive licences to use and 
deploy the AI outputs as end users. These contracts 
often address IP as follows:

•	copyrights of AI software and algorithms belong to 
the provider, and healthcare institutions may not 
infringe on providers’ technical secrets through 
means such as reverse engineering and redistribu-
tion;

•	healthcare institutions typically assume legal 
responsibility for the final diagnosis and decision-
making, regardless of AI participation; and

•	healthcare institutions may be required to maintain 
medical liability insurance to cover potential AI-
related errors or adverse outcomes.

7.4	 Licensing and Commercialisation
Commercialisation Models for Healthcare AI
A variety of commercialisation models are employed in 
the healthcare AI sector, including technology licens-
ing and collaboration, software-as-a-service (SaaS) 
subscriptions and direct sales of regulated medical 
devices.

•	Healthcare AI companies often licence their 
technologies to major pharmaceutical or medical 
device firms to facilitate AI adoption in areas such 
as drug discovery, imaging and diagnostics involv-
ing technical licensing during target identification or 
early-stage development. Additionally, companies 
frequently engage in joint innovation projects with 

hospitals or pharmaceutical companies to facilitate 
clinical integration of AI applications.

•	AI diagnostic services are also offered via cloud 
platforms, with hospitals subscribing annually or on 
a per-use basis. This model enables rapid updates 
and lowers maintenance costs, but raises issues 
around cybersecurity, network reliability and reim-
bursement eligibility.

•	Healthcare AI companies may also obtain Class 
II or Class III medical device approvals to directly 
commercialise their AI-assisted diagnostic or 
therapeutic products to healthcare institutions.

Regulatory and Reimbursement Challenges
Under the current Classified Catalogue of Medical 
Devices, AI diagnostic software offering only clini-
cal support is regulated as Class II, while software 
generating autonomous diagnostic outputs requires 
Class III approval, including additional clinical trials. 
The longer approval timeline for Class III products 
often leads companies to frame their tools as assis-
tive. Even after regulatory approval, inclusion in hos-
pital billing systems and insurance coverage remains 
essential for commercial-scale use, yet no AI health-
care product is currently reimbursed under China’s 
public healthcare system. Consequently, commerciali-
sation still requires active engagement with healthcare 
authorities to explore viable reimbursement models.

Academic-Industry Collaboration
To accelerate clinical adoption, many AI companies 
collaborate with hospitals and universities by forming 
joint labs or R&D alliances. These partnerships inte-
grate clinical expertise and large-scale medical data, 
enabling the co-development of AI tools tailored to 
real-world settings. Notable examples include joint 
laboratories established by SenseTime and West Chi-
na Hospital of Sichuan University, and by iFLYTEK and 
Anhui Provincial Hospital early in 2016. More recently, 
Baidu formed an AI hospital consortium with Shen-
zhen South Hospital and other partners to explore 
multi-agent collaborative AI solutions. These collabo-
rations have produced widely adopted imaging, tri-
age and diagnostics applications, forming replicable 
models for broader industry advancement.
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8. Specific Applications of Healthcare 
AI

8.1	 Clinical Decision Support
In China, AI-based clinical decision support systems 
(CDSS) are regulated under a “general regulation + 
technical guidance” approach. At the general level, 
they are subject to the Medical Devices Supervision 
Regulation and the Registration and Filing of Medi-
cal Devices Measures, and are typically classified as 
Class III medical devices when they involve diagnos-
tic or therapeutic decision-making. At the technical 
guidance level, several documents apply to AI-based 
CDSS, including those powered by AI. For example, 
the Good Practices for the Application of the Clinical 
Decision-making Support System for Medical Institu-
tions (for Trial Implementation) sets out requirements 
for ethical review, clinical governance, safety and sys-
tem integration within hospitals.

In practice, regulatory views and recent pilot cases 
indicate that developers need to disclose training 
data sources and validate model performance. For 
example, the Guiding Principles for AMD Registra-
tion Review emphasise that AI-based medical devices 
(including AI-based CDSS) shall undergo performance 
verification, including in relation to sensitivity, specific-
ity and consistency with clinical standards. Hospitals 
are also expected to conduct ethical reviews, ensure 
system traceability and monitor diagnostic perfor-
mance. Responsibility is shared among developers, 
institutions and clinicians.

8.2	 Diagnostic Applications
AI-based diagnostic tools are regulated under the 
“general regulation + technical guidance” approach, 
applying the same core frameworks as AI-based 
CDSS. They are typically classified as Class II or III 
medical devices based on their risk profile. To address 
domain-specific challenges, regulators and industry 
bodies have issued supplemental technical guide-
lines. For example, the Center for Drug Evaluation 
(CDE) of the NMPA released the Review Guidelines 
for AI-based Pulmonary Nodule Detection Software 
via CT Imaging, and the Artificial Intelligence Medical 
Device Innovation and Cooperation Platform issued 
the Key Review Points for Deep Learning-Assisted 
Decision-Making Medical Device Software. These 

documents clarify regulatory expectations regarding 
training data, algorithm validation, clinical applicability 
and risk mitigation.

Under these frameworks, developers are generally 
required to provide clinical validation data, define 
algorithm performance metrics (such as sensitivity 
and specificity), and demonstrate proper data gov-
ernance and human oversight mechanisms.

8.3	 Therapeutic and Treatment Planning
AI systems used in treatment planning are also regu-
lated under the “general regulation + technical guid-
ance” approach and are typically classified as Class 
III medical devices if they directly influence therapeu-
tic decisions. Additionally, the Regulatory Rules for 
Internet-based Diagnosis and Treatment (Trial) explic-
itly prohibit AI from replacing licensed HCPs in deliv-
ering care or issuing prescriptions. In practice, such 
systems are treated as assistive tools that support but 
do not substitute for clinical judgment.

Currently, there are no dedicated technical guidance 
documents for treatment-planning AI. Nonetheless, 
oversight principles follow existing frameworks for 
clinical decision support: licensed HCPs shall validate 
AI outputs, and medical institutions remain respon-
sible for ethical oversight, system traceability and 
patient safety.

8.4	 Remote Monitoring and Telemedicine
AI applications and devices used for remote patient 
monitoring and telemedicine are subject to specific 
regulatory requirements, including government fil-
ing/registration for medical devices, filing/registra-
tion for AIGC products and requirements related to 
human oversight, data protection, ethical review and 
user training (for medical devices), as well as medical 
records with respect to data accuracy, completeness, 
integrity and traceability, etc.

Remote patient monitoring and AI use in home or 
non-clinical settings may encompass mobile medi-
cal devices and general wearables for consumers. In 
addition to privacy, data quality and security require-
ments, clear product handbooks and user training 
materials are essential to ensure proper use of AI sys-
tems, especially for medical devices to be used by 
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patients, as required by the Provisions on the Admin-
istration of Instructions and Labels of Medical Devic-
es. If used in decentralised clinical trials, the Technical 
Guidelines for the Implementation of Patient-Centered 
Clinical Trials (Trial) mandate proper de-identification 
and protection of patient data, and careful evaluation 
of digital health technologies (DHTs) based on disease 
characteristics and patient attributes (eg, education 
level, digital literacy). Real-time alerts for potential 
adverse events are also required.

As discussed in 5.4 Human Oversight, broader tel-
emedicine laws, like the Regulatory Rules for Inter-
net-based Diagnosis and Treatment (Trial), explicitly 
restrict the use of AI in clinical decision-making and 
require AI use to be human-centred. These AI-related 
considerations are closely linked with broader man-
agement requirements for medical records.

8.5	 Drug Discovery and Development
AI applications in drug discovery and development are 
subject to general pharmaceutical laws, such as the 
Drug Administration Law, the Measures for the Admin-
istration of Drug Registration and the Measures for the 
Administration of Drug Standards. Although there are 
no AI-specific regulations in this area, validation must 
align with existing technical standards.

Notably, the CDE issued the Guiding Principles for 
Model-Informed Drug Development, which require 
that the data used to establish models be derived from 
credible sources such as clinical trials, non-clinical 
studies or bibliographic references. When real-world 
data is used, developers must also comply with the 
Guiding Principles for Real-World Data regarding data 
quality, governance and applicability.

9. Future Trends and Regulatory 
Developments in Healthcare AI

9.1	 Pending Legislation and Regulation
Several general legislative and regulatory initiatives in 
China are underway that may shape the development 
and use of healthcare AI.

•	The Medical Device Management Law (public 
consultation draft): This draft proposes a uni-

fied national framework for medical device data 
management, promoting data interoperability 
and resource sharing. It is expected to accelerate 
healthcare AI development by improving access to 
standardised, high-quality data. It also allows the 
use of qualified foreign clinical trial data in registra-
tion under certain circumstances.

•	The Artificial Intelligence Law (draft, included in the 
State Council’s 2024 legislative plan): While China’s 
proposed AI law draft was removed from the 2025 
legislative agenda, the issues of liability and risk 
management in medical AI remain long-term con-
cerns. It is advisable to keep in view and monitor 
the development of the comprehensive Artificial 
Intelligence Law. As laws and regulations govern-
ing specific AI-related scenarios are expected to 
be introduced, the compliance burden will not be 
alleviated.

•	Model Artificial Intelligence Law 2.0 (expert draft): 
The draft, crafted by legal experts, has not offi-
cially entered the legislative agenda but may 
potentially serve as a reference. The draft’s main 
points include strongly supporting open-source 
AI development through community building and 
clear liability rules. Additionally, it establishes new 
IP rules, addressing the use of training data and 
personal information, and defining protection in 
relation to AIGC.

9.2	 Regulatory Sandboxes and Innovation 
Programmes
At the national level, MIIT and the NMPA have launched 
a task-based programme targeting AI medical devic-
es. Selected participants receive regulatory and tech-
nical support to accelerate AI product development 
and deployment. In parallel, the National Data Admin-
istration and other regulatory bodies have introduced 
policy to support enterprise data utilisation, with an 
emphasis on piloting regulatory sandboxes to create a 
flexible, innovation-friendly environment for emerging 
technologies and business models, like AI.

Many local governments have also published their 
own policies. In Beijing, the AI Data Training Base 
incorporates a regulatory sandbox that facilitates 
compliant access to large-scale, high-quality data-
sets for AI model training. It offers end-to-end services 
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while safeguarding data rights and security. Shanghai 
and Shenzhen are piloting similar approaches.

Beijing’s Data Foundation System Pilot Zone and AI 
Data Training Base together provide trusted infrastruc-
ture for developing innovative AI data mechanisms. By 
integrating computing, data and compliance solutions, 
they offer comprehensive support to LLM developers. 
This represents China’s first successful implementa-
tion of an AI regulatory sandbox model, which may 
gradually extend nationwide. Beijing’s AI + Health-
care Action Plan (2025–27) further proposes a com-
prehensive support framework to boost healthcare AI 
development, including fast-track review channels for 
innovative AI medical devices, prioritised approvals, 
enhanced policy and financial incentives. By 2027, 
these measures aim to establish an innovative, global-
ly influential healthcare ecosystem covering the entire 
value chain from R&D to application.

9.3	 International Harmonisation
China actively engages in international efforts to har-
monise healthcare AI regulation, participating in bod-
ies like the International Medical Device Regulators 
Forum (IMDRF), World Health Organization (WHO) and 
International Organization for Standardization (ISO). 
China contributes to global rulemaking on AI safety, 
transparency and data governance, and shares agile 
regulatory approaches through platforms like the Belt 
and Road Digital Cooperation Network. WHO and 
IMDRF guidelines have influenced China’s focus on 
life cycle management, clinical validation and algo-
rithm transparency. ISO standards also inform national 
and industry-level AI quality and data governance 
frameworks.

Cross-border challenges remain for healthcare AI 
developers; please refer to 10.5 Cross-Border Con-
siderations for more details.

9.4	 Emerging Legal Challenges
Key challenges include assigning liability for auto-
mated AI decision-making, clarifying the fair use of 
de-identified or copyrighted training data, and ensur-
ing algorithm transparency and fairness – especially 
in critical medical scenarios. Data quality gaps (eg, 
insufficient data volume for rare diseases, and inade-

quate data diversity and representativeness) and poor 
generalisability further complicate oversight.

Regulators are responding by (i) drafting laws and 
regulations (see 9.1 Pending Legislation and Regu-
lation); and (ii) exploring dynamic supervision for con-
tinuously learning systems, requiring regular perfor-
mance reports and stricter data governance.

Concerning autonomous AI, future laws may define its 
legal status and clarify responsibilities among devel-
opers, users and institutions. Integration with robotics 
or virtual reality (VR) also gives rise to cross-sector 
co-ordination needs.

10. Practical Considerations in 
Healthcare AI

10.1	 Compliance Strategies
Healthcare AI developers need to implement “compli-
ance by design” from the outset, embedding regula-
tory considerations into every stage, from data sourc-
ing to algorithm explainability, establishing dynamic 
oversight through regular algorithm evaluations and 
maintaining detailed documentation of training data, 
validation reports and decision paths, forming a com-
prehensive AI model life cycle document.

As general practice in AI governance, the following 
measures could be taken into consideration:

•	establishment of multidisciplinary AI ethics com-
mittees within organisations, comprising HCPs, 
legal experts and IT experts;

•	documentation of the entire AI life cycle, with clear 
version control and audit trails;

•	Monitoring systems tracking technical perfor-
mance, data usage and clinical outcomes; and

•	compliance that addresses cross-border data flow, 
cybersecurity and algorithm validation per China’s 
evolving legal landscape.

As outlined in 9.2 Regulatory Sandboxes and Innova-
tion Programs, regulatory sandboxes can facilitate a 
more effective balance between fostering innovation 
and ensuring compliance.
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10.2	 Contracting and Liability Allocation
Healthcare AI contracts typically address the follow-
ing key areas:

•	IP – core algorithms are usually retained by tech-
nology providers, and customised models or out-
puts may be co-owned;

•	regulatory compliance – providers must ensure 
their products meet applicable medical device and 
AI-specific regulations;

•	data and privacy – contracts define data sources, 
anonymisation standards and compliance with the 
PIPL and DSL;

•	liability allocation – AI is used as a clinical support 
tool, and liability for medical decisions remains with 
HCPs; and

•	indemnity and warranties – liability caps and exclu-
sions are common, and warranties may cover 
performance, updates and technical support.

10.3	 Insurance Considerations
Healthcare AI developers should prioritise insurance 
coverage that protects them from risks associated 
with algorithm performance and data processing. 
One of the most critical types of insurance is errors 
and omissions insurance, which provides protection 
in case an AI system malfunctions, delivers incor-
rect outputs or fails to perform as expected. If their 
AI product is classified as a medical device, devel-
opers should also secure product liability insurance. 
Healthcare users should evaluate whether their exist-
ing medical malpractice insurance or professional 
liability coverage extends to the use of AI-assisted 
tools. In addition, organisations adopting healthcare 
AI must consider cyber liability coverage to protect 
cybersecurity and patient data security.

Currently, there is no mandatory requirement nor 
dominant market practice for healthcare AI insurance 
in China. To address the market gaps, the People’s 
Insurance Company (Group) of China (PICC) has intro-
duced “Affirmative AI Cover” insurance. This liability 
insurance primarily provides exclusive protection 
against infringement risks from content generated by 
LLMs, including copyright, portrait and reputational 
infringements.

The risk assessment varies significantly between 
traditional insurers and those offering affirmative AI 
coverage:

•	traditional insurers tend to assess AI-related risks 
in healthcare by relying on established actuarial 
models and regulatory benchmarks – their focus 
is on how AI affects clinical workflows and liability 
exposure, rather than the AI’s technical design; and

•	insurers providing Affirmative AI Cover take a more 
technical and adaptive approach – they conduct 
risk assessments and measurements based on AI 
application scenarios in the healthcare industry, 
upstream and downstream business chains, actual 
model performance, training data sources, etc, to 
adjust the coverage scope and premium.

10.4	 Best Practices for Implementation
In China, medical institutions are required to follow 
the best practices in the Management Specifications 
for Artificial Intelligence-Assisted Diagnosis Technol-
ogy (Trial) and Management Specifications for Artificial 
Intelligence-Assisted Treatment Technology (Trial) for 
implementing healthcare AI systems that qualify as 
medical devices.

Organisation and Governance Structure
Healthcare organisations should involve ethics com-
mittees in the AI system deployment process; a com-
mittee should review clinical applicability, patient safe-
ty and data usage compliance. Clinical departments 
and IT teams should co-ordinate implementation, 
ensuring that systems align with medical workflows 
and institutional values.

Training Requirements
HCPs shall meet the requirements outlined in the 
Management Specification for Artificial Intelligence-
Assisted Diagnosis Technology (Trial) and Manage-
ment Specifications for Artificial Intelligence-Assist-
ed Treatment Technology (Trial), including at least six 
months of structured training at a certified provincial 
base, 20+ hours of theoretical study and supervised 
involvement in over 20 AI-assisted diagnosis cases. 
Post-training assessment should be conducted to 
ensure clinical competence in AI system use.
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Change Management
Effective integration of AI in healthcare requires adapt-
ing clinical workflows and ensuring HCP buy-in. AI 
vendors could support this through:

•	workflow mapping to align AI with clinical practice;
•	pilot testing to gather feedback and refine usability; 

and
•	ongoing monitoring to ensure safety, compliance 

and performance.

10.5	 Cross-Border Considerations
Deploying healthcare AI across jurisdictions presents 
complex legal and regulatory challenges. Key issues 
include the diverse requirements for data privacy and 
protection, medical device governance (such as the 
different standards for healthcare AI systems that 
qualify as medical devices versus algorithm-related 
issues) and AI regulatory frameworks, etc.

To navigate the different regulatory requirements, it is 
advisable to:

•	implement data localisation and modular deploy-
ment – verify CBDT limits for each major jurisdic-
tion, store sensitive data on local servers and 
design modular AI architectures that process data 
locally;

•	create a global compliance framework with local 
nuances – develop a unified internal standard for 
AI ethics, quality and compliance, while mapping 
and adapting to local legal differences (eg, bench-
mark General Data Protection Regulation (GDPR) 
for data privacy and protection issues, and then 
include jurisdiction-specific compliance add-ons);

•	use tech-enhanced compliance measures – lev-
erage technologies like differential privacy and 
federated learning to protect data while enabling 
cross-border AI scalability and minimising reliance 
on centralised datasets; and

•	design flexible contracts and liability frameworks 
– draft jurisdiction-specific agreements with local 
partners to clearly define responsibilities, data con-
trol, algorithm update protocols and audit rights.
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Overall Industry and Market Trends
National policies to help develop the Chinese AI 
sector
China aims to become the world’s major AI innova-
tion centre by 2030. A development plan issued by 
the State Council outlines the goal of realising an AI 
core industry exceeding CNY1 trillion (~USD 140.9 
billion) in value, with related industries surpassing 
CNY10 trillion (~USD 1.4 trillion). Since 2016, China 
has achieved remarkable progress in the field of AI 
through strategic planning and initiatives. The gov-
ernment has introduced a series of comprehensive 
blueprints and public policies designed to support AI 
companies across multiple dimensions, including tal-
ent cultivation, start-up incubation, computing power 
and infrastructure procurement, investment schemes 
and incentives, taxation, product marketisation and 
other related aspects. Key policies include the “Inter-
net+ AI” Three-Year Implementation Plan (2016), the 
New Generation Artificial Intelligence Development 
Plan (2017), National AI Open Innovation Platforms 
(2019), the AI Standardization Strategy (2020), AI Pilot 
Zones (2022) and the “AI+” Initiative (2024).

China’s adoption of AI across sectors is also growing 
rapidly, with the country’s AI ecosystem thriving under 
a wave of supportive policies. For instance, major 
shopping platforms, e-commerce sites and short-

video apps are all deploying AI algorithms for content 
feeds, payments, and user services. The government 
has also been pushing for “smart retail” upgrades, 
with retailers adopting AI for inventory management, 
cashier-free shopping and even the generative design 
of products. In addition, major Chinese tech compa-
nies have launched numerous large language models 
(LLMs). As of March 2025, approximately 350 LLMs 
have been filed with the Cyberspace Administration 
of China (CAC). These models cover a wide range of 
applications, including fintech, medical and health-
care, education, intelligent manufacturing, content 
creation and enterprise services.

The medical sector: from departmental tools to 
institutional AI integration
AI technology is deconstructing traditional health-
care systems, enabling a transition from department-
specific empowerment to hospital-wide intelligent 
ecosystems. AI in hospitals is evolving from isolated 
applications into a catalyst for systemic digital trans-
formation. The emergence of “agent hospital” models 
– AI-driven systems capable of managing end-to-end 
clinical workflows – marks a strategic departure from 
department-level tools to full institutional integration. 
These AI agents are now capable of supporting diag-
nosis, clinical documentation, education and scientific 
research.
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In the first half of 2025, Tsinghua University’s Institute 
for AI Industry Research (AIR) established the world’s 
first agent hospital, covering 21 departments and over 
300 disease diagnoses. The AI system, trained using 
tens of thousands of virtual patient cases, achieved 
a diagnostic accuracy exceeding 93%. Compared to 
traditional digital tools, this model improves workflow 
efficiency by more than 100-fold, while maintaining 
interpretability and traceability. By integrating medical 
care, education and research, it creates a closed-loop 
AI healthcare ecosystem.

AI implementation at the hospital level is also acceler-
ating. Notable examples include the following.

•	Linfen People’s Hospital (Shanxi) invested 
CNY15.69 million to deploy DeepSeek’s LLM. This 
initiative supports an intelligent triage platform and 
a regional computing cluster, alleviating the short-
age of skilled physicians.

•	The First Affiliated Hospital of Zhejiang University 
School of Medicine developed an AI pathology 
model integrating visual and language capabili-
ties. It uploads digitised pathological slides to the 
cloud for assisted diagnosis, rapidly screening 
out normal specimens while precisely identifying 
suspected lesions, providing doctors with accurate 
references.

•	Xijing Hospital in Xi’an, in collaboration with the 
AI developer DeepSeek, introduced an AI clinical 
assistant trained on real-world medical records to 
support documentation and diagnosis, improving 
workflow efficiency across multiple departments.

These developments demonstrate AI’s unique value 
in optimising limited healthcare resources in China. 
By enabling “AI-collaborative physicians” in frontline 
settings, medical institutions can enhance service 
accessibility while supporting the training of AI-literate 
medical professionals.

Local policies: regional governments as regulators 
and enablers
Across China, local governments are accelerating the 
development of AI healthcare ecosystems through co-
ordinated policies, physical infrastructure and service 
platforms. Regional strategies increasingly emphasise 

cross-disciplinary innovation, industrial clustering and 
public-service application.

Beijing: precision funding for vertical innovation
Beijing’s Chaoyang District offers generous funding 
for AI healthcare innovation:

•	up to CNY10 million per project for AI-assisted 
drug R&D;

•	up to CNY5 million for the development of AI diag-
nostic platforms; and

•	up to CNY10 million for intelligent medical device 
R&D, including surgical robots.

Additionally, the government supports dedicated 
industrial parks offering rental subsidies and profes-
sional services, including start-up incubation, sce-
nario-based testing, investment matchmaking and IP 
management. These parks function as launchpads 
for commercialising AI solutions in real-world clinical 
settings.

Shenzhen: incubation and application platforms
In Shenzhen’s Longgang District, the local gov-
ernment launched the city’s first “AI + Life Health” 
industrial park, offering rent-free spaces for small 
and micro-enterprises. The district also introduced a 
Health Innovation and Transformation Center, foster-
ing partnerships between hospitals, universities and 
enterprises. A new digital platform, “Longgang Family 
Doctor”, applies AI to personal health monitoring and 
chronic disease management, providing accessible, 
on-demand health services for residents.

Other regional initiatives
Hainan focuses on AI-enabled clinical trials using real-
world data, capitalising on its free trade port policy. 
Chengdu and Suzhou have invested in AI biomedi-
cal parks that integrate device R&D, testing labs and 
regulatory support.

These local ecosystems are driving the transformation 
of AI healthcare from concept to scale, with regions 
acting as both regulators and incubators.
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Foreign investment: opening of value-
added telecom services catalyses strategic 
transformation
Foreign medical technology companies are leverag-
ing China’s evolving regulatory landscape to achieve 
strategic transformation, shifting from traditional 
hardware vendors to core participants in the medical 
data ecosystem. A pivotal driver of this shift has been 
China’s gradual liberalisation of value-added telecom 
services (VATS), particularly the operation of internet 
data centres (IDCs), which were historically closed to 
foreign entities. Recent policy breakthroughs have 
enabled select international firms to operate wholly 
owned IDCs and offer AI computing and cloud-based 
services directly in China, substantially reshaping the 
medical value chain.

In early 2025, Siemens Healthineers obtained pilot 
approval for VATS from the Ministry of Industry and 
Information Technology (MIIT), becoming the first for-
eign medical technology company in China to secure 
such qualification. This landmark approval grants the 
company full operational rights to establish and man-
age an IDC under a wholly foreign-owned structure. 
Through this, Siemens launched its Virtual Medical 
Imaging Center (VMIC), a platform that enables real-
time collaboration between top-tier radiologists and 
primary-level hospitals nationwide, promoting equita-
ble access to diagnostic expertise.

This breakthrough stems from the implementation of 
the 2025 Action Plan for Stabilizing Foreign Invest-
ment, which explicitly supports foreign participation 
in pilot openings for VATS, biotechnology, and wholly 
foreign-owned hospitals. Shanghai, as one of the pilot 
regions, has maintained an average annual growth 
rate of 15% in foreign investment in its telecom ser-
vices market over the past three years. On 28 Febru-
ary 2025, MIIT approved 13 foreign-invested enter-
prises, including four headquartered in Shanghai, for 
pilot participation in VATS across Beijing, Shanghai, 
Hainan and Shenzhen.

As foreign companies gain deeper access to China’s 
AI healthcare infrastructure, the domestic market is 
poised for greater international collaboration in areas 
such as cross-border data processing, real-world evi-
dence generation and AI model localisation.

Capital markets and investment landscape: from 
concept to commercialisation
Following the huge popularity and success of Deep-
Seek and Unitree Robotics, there has been a surge 
of interest in investing in AI and robotics in China. 
In the AI sector, following investments and financing 
by various Chinese tech giants and the so-called AI 
Six Little Dragons, the huge interest in and uptake 
of DeepSeek by the public has led various investors 
to seek out sector-specific AI application businesses. 
Specifically, China’s AI healthcare sector has shifted 
from concept-driven valuation to a more clinically vali-
dated, investment-ready ecosystem.

According to industry tracking, more than CNY30 billion 
in new funding entered the Chinese “AI+Healthcare” 
sector in the past year. Key investment trends include 
the following.

•	Vertical integration: Start-ups offering end-to-end 
AI solutions, from algorithm development and data 
pipelines to cloud deployment, are attracting larger 
institutional investors.

•	Hardware/software synergy: Firms combining 
proprietary AI with in-house devices (eg, diagnostic 
scanners or surgical robots) command premium 
valuations.

•	IPO momentum: United Imaging Healthcare, 
known for its AI imaging systems and smart-hos-
pital platforms, raised CNY10.99 billion (approxi-
mately USD1.6 billion) in a record-breaking STAR 
Market IPO in August 2022. Meanwhile, firms like 
Deepwise Healthcare closed a CNY 500 million 
(approximately USD69 million) round in January 
2025, co-led by Legend Capital and industrial 
funds.

•	Foreign capital participation: Global investors, 
including Sequoia Capital China and Roche Ven-
ture Fund, are increasingly backing Chinese AI 
startups focused on diagnostics, clinical decision 
support and cloud health platforms. This trend fol-
lows regulatory relaxation around telecom infra-
structure and data access.

Investors are also paying closer attention to regulatory 
readiness and compliance strategy – particularly with 
regard to algorithm updates, data governance and 
medical device registration. This evolving capital envi-
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ronment underscores China’s broader shift towards a 
“validation-first” model, where AI healthcare compa-
nies are expected to deliver not just visionary technol-
ogy, but also demonstrable medical value and regula-
tory robustness.

Intellectual Property Protection in Healthcare AI
Market trends
AI is bringing about a profound change in the global 
healthcare landscape. Innovations such as surgical 
robots, remote diagnosis, smart diagnostics and wear-
able devices are accelerating both in development 
and deployment. Meanwhile, China has emerged as 
the global leader in healthcare AI IP rights in recent 
years, especially in patents. According to the 2025 
AI Index Report published by Stanford HAI, in both 
2022 and 2023, Chinese entities accounted for more 
than 60% of global healthcare AI patents, ahead of all 
other countries.

The development of China’s healthcare AI field is 
driven by the co-operation between enterprises and 
academic institutions. As mentioned in the IP Press’s 
White Paper, Ping An Health, for example, is the global 
leading patent applicant, with 4,176 healthcare AI pat-
ents; Tencent comes next, with 1,707 patents nation-
wide concentrated in medical imaging and disease 
detection. Academic institutions are also essential 
players, exemplified by Tsinghua University’s “Agent 
Hospital” project deploying 42 AI physicians trained 
to manage over 300 diseases. Co-developed by Ali-
baba’s DAMO Academy and Zhejiang University, the 
DAMO GRAPE model represents a major milestone as 
the world’s first gastric cancer screening AI.

Unfolding critical issues
Healthcare AI innovations in China are eligible for 
patent protection if they meet the technical criteria 
set forth by the Patent Law, and applicants should 
provide detailed descriptions of technical features, 
highlights of concrete technical effects and substan-
tial data support to meet such criteria. However, chal-
lenges persist, particularly around the relatively vague 
examination standards and the conflicts between 
the transparency of AI models and confidentiality 
requirements. Meanwhile, the underlying algorithmic 
logic and structure of training models generally do not 
meet the threshold for authorship under copyright law 

and thus lack direct copyright protection. As a result, 
healthcare AI companies tend to rely more on trade 
secret protection to safeguard core models, param-
eters and data preprocessing workflows.

Concerning copyright protection related to AI-gener-
ated content (AIGC), a series of landmark cases have 
been heard by the Chinese judiciary. All these cases 
illustrate Chinese courts’ proactive yet inconsistent 
efforts to adapt traditional IP frameworks to AI gov-
ernance.

•	Regarding whether AI-generated content quali-
fies for copyright protection, the Beijing Internet 
Court, in the nation’s first case involving “AI text-
to-image”, recognised the AI-generated image 
titled “The Spring Breeze Brings Tenderness” as a 
copyrightable work.

•	The Suzhou Intermediate People’s Court reached 
the opposite conclusion in a case concerning a 
series of AI-generated images of the Phantom 
Wings Transparent Art Chair, holding that the out-
put lacked the requisite originality and personalised 
expression to qualify as a protected work under 
copyright law.

•	With respect to platform liability for infringing 
AI-generated content, Guangzhou Internet Court, 
in the world’s first AIGC platform liability case, 
underscored the reasonable duty of care incum-
bent upon AI platforms to monitor and prevent the 
generation and dissemination of infringing content.

Separately, in a May 2025 ruling, the Beijing Haid-
ian District Court found that a healthcare company’s 
unauthorised replication of patient review data and 
doctor-authored medical educational articles from a 
competing internet healthcare platform constituted 
unfair competition, awarding CNY2.3 million in damag-
es. The court held that defendant’s conduct, crawling 
and displaying data from the plaintiff’s platform on its 
own, violated the principle of good faith and disrupted 
fair market competition, thereby breaching the general 
clause of Article 2 of the Anti-Unfair Competition Law. 
While this case did not directly address AI training sce-
narios, its legal principles carry significant implications 
for the healthcare AI sector. As medical AI development 
increasingly depends on clinical data resources, courts 
are placing greater emphasis on protecting platform 
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data assets. This creates legal risks for healthcare AI 
companies using competitors’ data without authori-
sation during model training, which may be deemed 
improper appropriation of commercial resources and 
market disruption. This trend underscores the growing 
importance for healthcare AI companies of establish-
ing clear compliance boundaries between technologi-
cal innovation and fair competition.

Regulatory Developments and Trends
Existing regulatory landscape
China currently lacks a unified legal framework specif-
ically tailored to healthcare AI. In China, any AI-based 
medical software meeting the statutory definition of a 
“medical device” is regulated as such. The sectoral 
regulatory landscape is composed of existing regula-
tory rules, such as the Regulation on the Supervision 
and Administration of Medical Devices (Revised in 
2024) and the Administrative Measures on the Regis-
tration and Record-filing of Medical Devices. Accord-
ingly, AI medical software qualifying as a medical 
device will be categorised under the Guiding Princi-
ples for the Classification and Definition of AI-based 
Medical Software Products as Class II/III medical 
devices, depending on their algorithm maturity level 
and specific functionalities. This sectoral regulatory 
framework is further supplemented by specialised 
technical guidelines, such as the Guiding Principles 
for Registration Review of AI-based Medical Devices 
and the Key Review Points for Deep Learning-Assist-
ed Decision-Making Medical Device Software.

Likewise, regulatory rules universally applicable 
to generative AI (GenAI) and algorithms, as well as 
cybersecurity and data protection, will apply for cor-
responding issues, including the Interim Measures 
for the Administration of Generative Artificial Intelli-
gence Services (the “Gen AI Measures”), the Provi-
sions on the Administration of Algorithm-generated 
Recommendations for Internet Information Services 
(the “Algorithm Provisions”), the Cybersecurity Law, 
the Data Security Law and the Personal Information 
Protection Law. Aside from general data and privacy 
protection requirements, the following compliance 
action items are especially worthy of attention from 
companies operating healthcare AI.

•	LLM and algorithm filing: Any GenAI service that 
interacts with the public and has the potential to 
influence public opinion or mobilise social action 
must undergo a formal security assessment and 
register with the provincial CAC under the Gen AI 
Measures (referred to as “LLM filing”). Addition-
ally, these services must complete the algorithm 
filing procedures under the Algorithm Provisions 
(“algorithm filing”). For GenAI services based on 
third-party LLMs that have already been filed, via 
an application programming interface (API) or other 
technical means, a simplified registration process 
at the provincial CAC is required instead of the full 
LLM filing.

•	Training data and algorithm security: If a healthcare 
AI developer engages in pre-training or fine-tuning 
activities rather than directly invoking third-party 
LLM APIs, they must:
(a) use data from legitimate sources;
(b) avoid the use of personal information, or if 

necessary, ensure that appropriate consent or 
other lawful bases are satisfied; and

(c) enhance the quality of training data by improv-
ing its authenticity, accuracy, objectivity and 
diversity.

•	Content moderation: GenAI services are pro-
hibited from producing any content that violates 
laws or regulations, such as material that incites 
subversion of state power, undermines the social-
ist system or endangers national security. Provid-
ers of GenAI services are primarily responsible 
for content safety. They must immediately cease 
generation and dissemination, remove any offend-
ing content and retrain their models upon detecting 
any prohibited material.

•	Cybersecurity multilevel protection scheme 
(MLPS): Medical institutions and companies 
deploying and operating on-premises AI diagnostic 
systems must conduct pre-deployment security 
risk assessments and fulfil relevant MLPS obliga-
tions. This includes system grading, filing with 
local public security organs and conducting regular 
security assessments. Under China’s updated 
MLPS 3.0 (2025), operators of healthcare systems 
are required to reassess the grading of their sys-
tems based on new standards and complete data 
inventories for systems above level 2.
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Echoing the regulatory legislation, there is no specific 
regulatory authority in China responsible for the super-
vision of healthcare AI. Several regulatory authorities 
implement regulatory responsibilities within the scope 
of their duties, as follows.

•	Medical-sector regulators, where the National 
Medical Products Administration (NMPA) oversees 
medical device registration, technical reviews and 
post-market surveillance for healthcare AI prod-
ucts, while the National Health Commission regu-
lates medical institutions and their use of AI prod-
ucts and/or services. Specifically, if a healthcare AI 
device involves the collection, use and transfer of 
human genetic resource data, the National Health 
Commission will intervene.

•	Technology regulators, where CAC and MIIT are 
responsible for cybersecurity, AI-related regulations 
and data compliance.

•	Ancillary regulators, where the State Administra-
tion for Market Regulation monitors advertising 
compliance, while the National Development and 
Reform Commission and the Ministry of Commerce 
oversee foreign investment.

Upcoming legislation and enforcement trends
Several critical legislative and regulatory initiatives 
moving forward in China are likely to define how 
healthcare AI is developed and deployed.

•	The Medical Device Management Law (consul-
tation draft): The draft creates a single national 
system for managing medical-device data, pushing 
for interoperability and shared resources. By open-
ing the door to high-quality, standardised datasets 
– and allowing qualified foreign clinical trial data 
to be used for registration in defined cases – it is 
expected to expedite healthcare AI innovation.

•	The Artificial Intelligence Law (draft listed in the 
State Council’s 2024 legislative plan): Although 
the comprehensive AI bill has been dropped from 
the 2025 agenda, questions of liability and risk 
management for medical AI remain on the table. 
Stakeholders should therefore keep tracking any 
future version of the AI Law; as more scenario-
specific rules emerge, the overall compliance load 
will not lighten.

•	The Model Artificial Intelligence Law 2.0 (expert 
draft): Crafted by academics, this non-binding 

text has yet to reach the formal legislative pipeline 
but may still inform later policy. Its key elements 
include strong backing for open-source AI through 
community building, explicit liability rules and new 
IP provisions that tackle the use of training data 
and personal information while clarifying protection 
for AI-generated output.

MIIT and the NMPA run a fast-track programme that 
gives selected firms early regulatory and technical 
guidance to shorten the path to market for AI medical 
devices, while the National Data Administration pro-
motes “regulatory sandboxes” so companies can law-
fully tap clinical data. Locally, Beijing has launched the 
country’s first “AI data training base and pilot zone”, 
integrating curated datasets and compliance tools into 
a one-stop sandbox for LLM developers. Similar pilots 
are under way in Shanghai and Shenzhen. Beijing’s 
2025–27 AI+Healthcare Action Plan adds expedited 
reviews, priority approvals and extra funding, aiming 
to create a globally influential, end-to-end innovation 
ecosystem by 2027.

Administrative penalties have been levied for the use 
of unregistered AI-based medical software and for 
health data breaches, while there have been no public-
ly reported cases of regulatory intervention, warnings 
or product recalls specifically targeting healthcare AI. 
Nevertheless, CAC has increased its enforcement of 
AI regulations since 2025. For example, in April 2025, 
CAC launched a three-month action plan titled “Clear 
and Bright Crackdown on AI Technology Abuse”, 
which is being implemented in two phases. This law 
enforcement campaign suggests that broad-sweep-
ing and proactive enforcement actions and penalties 
are anticipated in the coming months, where:

•	the first phase targets six key issues, including 
the circulation of illegal AI products, the teaching 
and selling of such products, poor management 
of training materials, inadequate safety measures, 
failure to implement content labelling requirements 
and safety risks in critical areas; and

•	the second phase focuses on seven major issues, 
such as using AI to generate rumours, false infor-
mation and pornographic content, impersonating 
others, engaging in online manipulation activities 
and infringing on the rights of minors.
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