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Abstract

Medical devices are an essential component of modern healthcare that directly
impact patient safety. The increasing use of medical devices in healthcare facilities in
Indonesia raises legal issues regarding the liability of business actors when patients
suffer losses due to defective or malfunctioning medical devices. This study aims to
analyze the legal liability of medical device business actors for patient safety based
on the applicable laws and regulations in Indonesia, as well as to identify obstacles
and efforts in law enforcement. This study uses a normative juridical approach with
a statute approach and a conceptual approach. The findings show that the legal
liability of medical device business actors encompasses fault-based liability, strict
liability, and product liability under Law Number 8 of 1999 concerning Consumer
Protection, Law Number 17 of 2023 concerning Health, and Government
Regulation Number 28 of 2024 concerning the Implementation of Law Number 17
of 2023 concerning Health. Law enforcement remains constrained by weak post-
market surveillance, limited incident reporting, insufficient supervisory resources,
complex distribution chains, technological developments, and low legal awareness
among business actors. Strengthening integrated materiovigilance, supervisory
capacity, responsive regulations, and regulatory education is necessary to ensure
effective patient safety protection.
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1. Introduction

Quality and safe health services are basic rights guaranteed by the 1945
Constitution of the Republic of Indonesia, particularly Article 28H paragraph (1),
which recognizes everyone’s right to receive health services (Muhtar et al., 2023;
Rayyan et al.,, 2025). To realize optimal health services, medical devices are an
inseparable component of modern medical practice and healthcare delivery. These
devices support the diagnosis, prevention, monitoring, and treatment of diseases and
medical conditions. Data from the Ministry of Health of the Republic of Indonesia
indicate that demand for medical devices in Indonesia continues to rise alongside the
growth of healthcare facilities and public awareness of quality health services.
Indonesia’s medical device market is projected to grow significantly, with annual
market value reaching billions of US dollars (Pratono & Ratih, 2019; Prawira &
Qolbi, 2025). This growth is driven by demographic changes, urbanization, the
increasing prevalence of non-communicable diseases, and the National Health
Insurance (Jaminan Kesehatan Nasional/JKN) policy, which has expanded public
access to healthcare services (Sari & Fikri, 2025).

However, the increase in the use of medical devices also poses risks to patient
safety. Various incidents related to medical devices have been reported globally and
in Indonesia, including device malfunctions, design defects, production defects,
material contamination, and errors in labeling or instructions for use. The World
Health Organization (WHO) noted that incidents related to medical devices are one
of the main causes of unexpected events (Kejadian Tidak Diharapkan/KTD) in health
care facilities (WHO, 2003). The International Medical Device Regulators Forum
(IMDRF) (2022) reported that medical device recalls have increased consistently in
the last decade (Sun et al., 2021).

In Indonesia, the Food and Drug Supervisory Agency (Badan Pengawas Obat dan
Makanan/BPOM), together with the Ministry of Health, has supervised the
circulation of medical devices. However, medical devices are still found in circulation
without a distribution permit, that do not meet quality standards, or that have
expired. Cases such as the use of defective medical implants, ventilators that did not
function optimally during the COVID-19 pandemic, and the circulation of fake
diagnostic test kits show that the safety issue of medical devices remains a critical
issue that requires serious legal attention (Nadapdap et al., 2022).

Medical device business actors, including manufacturers, importers, and
distributors, have a legal obligation to ensure that medical device products they
produce, import, or distribute meet quality, safety, and utility requirements. This
obligation is regulated in various laws and regulations, including Law Number 8 of
1999 concerning Consumer Protection (Consumer Protection Law), Law Number
17 of 2023 concerning Health (Health Law), and its implementing regulations,
including Government Regulation Number 28 of 2024 concerning the
Implementation of Law Number 17 of 2023 concerning Health, which contains
provisions regarding medical devices (Yannassandi & Kongres, 2023).

Although a regulatory framework has been available, the implementation of law
enforcement against medical device business actors who violate the provisions still
faces various challenges. Problems include weak post-market surveillance
supervision mechanisms, limited supervisory resources, lack of awareness of business
actors on regulatory compliance, and low level of incident reporting by health care
facilities (Badnjevic€ et al., 2022; Giragn et al., 2025). In addition, the development of
increasingly complex medical device technology, including the emergence of
software as a medical device and artificial intelligence-based medical devices, poses
new challenges in determining legal liability (Manurung et al., 2024; Rayyan &
Siregar, 2025).
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Based on this description, the issue of legal responsibility of medical device
business actors for patient safety is a relevant and important topic to be studied in
depth. This study aims to analyze the legal framework governing the responsibilities
of medical device business actors for patient safety in health services in Indonesia,
identify the applicable forms of legal responsibility for ensuring patient safety, and
examine enforcement obstacles while formulating efforts to strengthen legal
protection for patient safety. This research contributes by analyzing applicable legal
responsibilities, identifying enforcement obstacles, and formulating measures to
strengthen legal protection for patient safety.

2. Methods

This research uses the normative legal research method (normative juridical),
which is legal research conducted by reviewing and analyzing written legal materials
in the form of laws and regulations, court decisions, and legal literature related to
the problem being studied. Normative legal research focuses on positive legal norms
contained in laws and regulations and examines them systematically to find the truth
based on legal scientific logic (Hosnah, 2021).

The research approach used includes two main approaches. First, the statute
approach, which involves examining all laws and regulations related to the legal
issues being studied, including laws, government regulations, ministerial
regulations, and other technical regulations governing medical devices, consumer
protection, and patient safety. Second, the conceptual approach, which examines
relevant legal concepts such as legal liability, product liability, strict liability, patient
safety, and consumer protection in the health sector.

The sources of legal materials in this study consist of primary and secondary legal
materials. Primary legal materials include: the Constitution of the Republic of
Indonesia of 1945, the Civil Code, Law Number 8 of 1999 concerning Consumer
Protection, Law Number 17 of 2023 concerning Health, Government Regulation
Number 28 of 2024 concerning the Implementation of Law Number 17 of 2023
concerning Health, Regulation of the Minister of Health Number 62 of 2017
concerning Marketing Authorization of Medical Devices, In Vitro Diagnostic
Medical Devices, and Household Health Supplies, Regulation of the Minister of
Health Number 4 of 2018 concerning Hospital Obligations and Patient Obligations,
and other relevant technical regulations.

Secondary legal materials include law books, scientific journals, research results,
dissertations, and academic publications relevant to the research topic. The legal
materials were collected through library research by inventorying, classitying, and
systematizing them. The legal materials were analyzed qualitatively through legal
interpretation, including grammatical, systematic, and teleological interpretation.
The analysis compared applicable legal norms with relevant legal doctrines and
concepts. The results were then presented descriptively and systematically to
formulate conclusions and provide legal arguments regarding the issues examined.

3. Results and Discussion

3.1. Legal Framework for Medical Devices in Indonesia

The legal regulation of medical devices in Indonesia has evolved significantly
over the past decade. With the enactment of Law Number 17 of 2023 concerning
Health as a replacement for Law Number 36 of 2009 concerning Health, the legal
framework in the health sector has undergone a comprehensive update through the
omnibus law approach, which consolidates various sectoral provisions into a single
law. Article 1 Number 13 of the Health Law defines medical devices as instruments,
apparatus, machines, and/or implants that do not contain drugs and are used to
prevent, diagnose, cure, and alleviate diseases, treat sick people, restore health in
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humans, and/or form structures and improve bodily functions (Purwodono et al.,
2025).

The classification of medical devices based on their level of risk is divided into
four classes, namely Class A (low risk), Class B (low-to-medium risk), Class C
(medium-to-high risk), and Class D (high risk). This classification refers to
international standards established by the Global Harmonization Task Force
(GHTT) and adopted through the ASEAN Medical Device Directive (AMDD)
(Kusumawati et al., 2025; Habilillah & Alfath, 2026). The higher the risk class, the
stricter the requirements that business actors must fulfil to obtain a distribution
permit.

Government Regulation Number 28 of 2024 concerning the Implementation of
Law Number 17 of 2023 concerning Health, as an implementing regulation of the
Health Law, regulates in greater detail the production, importation, distribution, and
supervision of medical devices. This regulation requires medical device business
actors to meet licensing requirements before distributing their products. The
licensing process includes the assessment of the safety, quality, and usefulness of
products through technical evaluation and conformity assessment. In addition,
business actors must implement a quality management system in accordance with
applicable standards, particularly ISO 13485 for medical device quality management
systems (Bruyndonckx et al., 2020; Sahidu et al.,, 2023; Risman et al., 2024).

In the ASEAN context, Indonesia also participates in the implementation of the
AMDD, which aims to harmonize medical device regulations within the region. This
harmonization includes classification standards, conformity assessment
requirements, and post-market surveillance systems. The implementation of the
AMDD has implications for medical device business actors in Indonesia, requiring
them to comply with more harmonized regional standards (Hidayati et al., 2021).
Based on these regulatory developments, the regulation of medical devices in
Indonesia demonstrates a comprehensive legal framework covering product
classification, licensing, quality assurance, conformity assessment, distribution, and
post-market surveillance. These provisions indicate that the legal responsibility of
medical device business actors' legal responsibility is not limited to ensuring
compliance before products are marketed but also extends to maintaining the safety,
quality, and usefulness of medical devices throughout their circulation. Therefore,
the effectiveness of this regulatory framework ultimately depends on consistent
supervision and enforcement, particularly in ensuring that business actors fulfill
their obligations and that patient safety remains the primary consideration in the
distribution and use of medical devices.

3.2. Form of Legal Responsibility of Medical Device Business Actors

The legal responsibility of medical device business actors for patient safety can
be categorized based on applicable legal provisions and theories of liability. Under
Article 1365 of the Civil Code, every unlawful act that causes losses to another party
requires the person responsible to provide compensation. In the context of medical
devices, business actors may be held liable when proven to have committed
negligence or intentional acts resulting in product defects and losses to patients. The
elements include an unlawful act, fault, loss, and a causal relationship between the
act and the resulting loss. Article 19 of the Consumer Protection Law further
emphasizes that business actors must compensate consumers for damage, pollution,
and/or losses arising from goods and/or services they produce or trade.
Compensation may include refunds, replacement of goods or services of equivalent
value, health care, and/or other compensation in accordance with applicable laws
and regulations. For medical devices, health care compensation is particularly
relevant because patients harmed by defective products generally require follow-up
medical treatment (Risman et al., 2024).
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The concept of strict liability, or absolute responsibility, is a principle of liability
that does not require proof of fault by the business actor. Article 22 of the Consumer
Protection Law stipulates that the burden and responsibility of proving the existence
or absence of fault in criminal cases rests with the business actor, thereby shifting
the burden of proof from consumers and reflecting the principle of strict liability. Its
application to medical devices is particularly relevant because of the information
asymmetry between business actors and consumers, especially patients (Wajdi &
Susanti, 2023). As end users, patients generally lack sufficient technical knowledge
to identify medical device defects. Therefore, under strict liability, patients do not
need to prove the business actor’s fault but must establish the existence of a product
defect and a causal relationship with the losses suffered. The Health Law also
requires medical device producers and distributors to fulfill safety, quality, and
usefulness requirements, with violations potentially giving rise to legal
responsibility under applicable provisions.

Product liability is a form of legal responsibility for losses caused by defective
products. In the context of medical devices, product defects may include design
defects, manufacturing defects, and defects in warnings or instructions for use.
Article 8 of the Consumer Protection Law expressly prohibits business actors from
producing and/or trading goods and/or services that do not meet or comply with
the required standards, do not conform to the guaranteed conditions, or do not
provide information about their use in Indonesian. Article 24 of the Consumer
Protection Law stipulates that business actors who sell goods and/or services to
other business actors are responsible for consumer compensation claims and/or
lawsuits. This provision is relevant to the medical device distribution chain, which
involves manufacturers, importers, distributors, and health service facilities. Each
business actor in the distribution chain may be held jointly responsible or held
responsible according to their respective roles and contributions to the occurrence
of losses (Yannassandi & Kongres, 2023).

In addition, Government Regulation Number 28 of 2024 regulates the
obligations of business actors to recall medical devices that are proven not to meet
safety and quality requirements or that pose a health risk. This recall obligation
constitutes a form of preventive product responsibility aimed at preventing broader
losses to patients and other users of medical devices. Law Number 17 of 2023
concerning Health provides a more comprehensive legal framework concerning the
responsibilities of medical device business actors compared with the previous law.
The law contains provisions concerning standards and requirements for medical
devices, obligations of business actors, supervision mechanisms, and sanctions for
violations. Article 153 of the Health Law requires medical devices distributed in
Indonesia to have a distribution permit from the Minister of Health after undergoing
a conformity assessment covering aspects of safety, quality, and usefulness
(Purwodono et al., 2025).

In terms of supervision, the health law mandates an integrated medical device
supervision system that includes pre-market and post-market supervision. Pre-
market supervision includes technical evaluation and distribution authorization,
while post-market supervision includes performance monitoring, collection of
incident reports, inspections, and sample testing. Articles 389 to 394 of the Health
Law contain criminal provisions applicable to business actors who distribute medical
devices without a distribution permit, fail to meet quality requirements, or engage
in the counterfeiting of medical devices, with the possibility of imprisonment and
significant fines (Badnjevic et al., 2022).

Regulation of the Minister of Health Number 62 of 2017 concerning Distribution
Permits for Medical Devices, In Vitro Diagnostic Medical Devices, and Household
Health Supplies regulates licensing procedures in detail. This regulation requires
business actors to submit comprehensive technical data, including laboratory test
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results, clinical data for high-risk medical devices, evidence of conformity with
national or international standards, and labeling information and instructions for
use. FFailure to fulfill these requirements may result in the rejection or revocation of
a distribution permit (Hidayati et al., 2020).

Patient safety is a fundamental principle in health services aimed at preventing
and reducing risks, errors, and harm to patients during the health service process.
Article 3 of Regulation of the Minister of Health Number 11 of 2017 concerning
Patient Safety states that patient safety implementation aims to improve the quality
of health care facilities through risk management. In the context of medical devices,
patient safety covers the entire product life cycle, from design and production to
distribution, use, and destruction. Although the legal relationship between medical
device business actors and patients is generally indirect because health workers use
devices, patients retain the right to seek liability for losses caused by defective
products, consistent with the development of modern consumer protection law
(Richards et al., 2022; Macleod, 2023). ISO 14971 also supports medical device safety
by requiring systematic risk management throughout the product life cycle,
including hazard identification, risk evaluation, risk control, and continuous
monitoring (Elahi, 2021; Kheir et al., 2022).

3.3. Obstacles to Law Enforcement and Strengthening Efforts

Although the regulatory framework for legal responsibility for medical device
business actors is quite comprehensive, the implementation of law enforcement still
faces several obstacles. First, weaknesses in the post-market surveillance system
(post-market surveillance). The medical device incident reporting system in
Indonesia has not been running optimally. Many health care facilities lack a
standardized mechanism for reporting medical device incidents, so incident data is
not recorded comprehensively. This condition makes it difficult to detect
problematic medical devices early (Palojoki et al., 2019; Yadav et al., 2025).

The limitation of supervisory resources. The number of medical device
supervisors in Indonesia is not proportional to the volume of products and business
actors that must be supervised. The capacity of medical device testing laboratories
is also still limited, especially for high-tech medical device testing. These limitations
affect the effectiveness of supervision at both the central and regional levels (Suriyati,
2022). The medical device distribution chain is complex. Medical devices often go
through several stages of distribution before reaching the end user, involving
manufacturers, importers, distributors, sub-distributors, and health care facilities.
This complexity complicates the process of identifying the responsible party when
an incident occurs, especially in determining whether the defect occurred during
production, storage, or use.

Challenges related to technological developments. The emergence of digital-
based medical devices, including SaMD, internet-connected medical devices, and
artificial intelligence-based medical devices, poses new challenges in determining
legal liability. Existing regulations have not fully accommodated the unique
characteristics of digital health tools, such as regular software updates, the use of
adaptive algorithms, and cybersecurity risks. Business actors also have a lack of legal
awareness. Not a few medical device business actors, especially small and medium-
scale business actors, have not fully understood their legal obligations and
responsibilities in ensuring product safety and quality. The lack of socialization of
regulations and coaching programs also contributes to the low level of compliance
(Kheir et al., 2022).

In an effort to overcome these obstacles, several strategic steps are needed. First,
strengthening the pharmacovigilance system for medical devices (materiovigilance)
through the development of a nationally integrated and electronic-based incident
reporting system. The system should include mandatory reporting mechanisms for
health care facilities and business actors and provide prompt feedback for corrective
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action. Second, increasing the capacity of supervisory resources through increasing
the number of supervisors, increasing competence through continuous training, and
modernizing testing laboratory infrastructure. Third, strengthening international
cooperation in the supervision of medical devices, including through the mechanism
of reliance on the results of evaluations from regulatory authorities of other
countries whose capacity has been recognized (recognized regulatory authority).
Fourth, the development of regulations that are responsive to technological
developments, including drafting specific guidelines for digital medical devices,
SaMD, and artificial intelligence-based medical devices. Fifth, increasing education
and socialization to business actors regarding legal obligations and regulatory
compliance standards, as well as empowering consumers (patients) to be more aware
of their legal rights related to the safety of medical devices (Yadav et al., 2025).

4. Conclusion

Based on the results of the research and discussion, the study finds that the legal
responsibility of medical device business actors for patient safety in Indonesia is
established through a combination of liability based on fault, strict liability, and
product liability. The applicable legal framework, particularly the Civil Code,
Consumer Protection Law, Health Law, and Government Regulation Number 28 of
2024, provides a relatively comprehensive basis for requiring business actors to
ensure the safety, quality, and usefulness of medical devices. However, the
effectiveness of this framework is constrained by weaknesses in post-market
surveillance, limited supervisory resources, complex distribution chains,
technological developments in digital medical devices, and low legal awareness
among business actors. These findings imply that patient safety protection requires
stronger enforcement mechanisms, integrated materiovigilance, improved
supervisory capacity, responsive regulation for emerging technologies, and greater
regulatory education for business actors and consumers.

This study is limited by its normative legal approach, which relies primarily on
legislation, legal literature, and related secondary legal materials and therefore does
not empirically assess the implementation of regulations by business actors, health
care facilities, or supervisory authorities implement regulations. The study also does
not examine specific medical device cases in depth or compare Indonesia’s regulatory
enforcement with other jurisdictions. Future research should therefore complement
normative analysis with empirical and comparative legal research to evaluate the
practical effectiveness of medical device supervision and liability mechanisms.
Further studies may also focus specifically on legal responsibility for Software as a
Medical Device, artificial intelligence-based medical devices, cybersecurity risks, and
cross-border medical device distribution. Such research can help develop a more
adaptive and comprehensive legal framework that strengthens business
accountability and ensures sustainable patient safety.
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