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ABSTRACT

Introduction: The purpose of this study is to examine the civil legal liability of doctors in
malpractice cases resulting from violations of informed consent.

Method: This study employs a normative legal research method, utilizing both statutory and
conceptual approaches.

Results: The results of the study indicate that informed consent must be given to patients
before medical action is taken, and if there is medical negligence in providing medical
services, then the doctor who commits the negligence can be held criminally responsible as
stated in “Article 1365, 1234, 1320 of the Indonesian Civil Code.”

Conclusion: Informed consent plays a crucial role for both patients and doctors, and failure
to obtain it before a procedure can result in an unlawful act if negligence occurs, leading to
harm to the patient.
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Introduction

In the current framework of Health Law, the concept of informed consent is not
explicitly addressed. Instead, the terms "agreement," "acceptance,”" or "rejection” of medical
interventions are utilized, referring to an individual's decision made after fully understanding
the relevant medical information.! In the medical field, informed consent is characterized as a
patient's explicit permission or agreement to undergo treatment, which the patient must
comprehend.? According to Article 293 of Law Number 17 of 2023 concerning Health,
informed consent refers to any health service action performed by medical personnel and health
workers, which is given after the patient has received an adequate explanation.? This process
is not only an ethical imperative but also a regulatory requirement integral to the routine
practice of medicine. Essential components of informed consent include the patient's or
family's explicit approval or refusal, a comprehensive explanation of the intended medical
procedure, and a declaration that the consent was provided voluntarily, without coercion.*

The term "informed consent" is derived from two key components: "informed," which
refers to the provision of relevant information, and "consent," denoting the act of giving
permission.’ Therefore, informed consent can be defined as a patient's agreement to undergo
medical treatment or care, based on a clear understanding of their diagnosis.® In Indonesia, the
implementation of informed consent within hospital medical services remains a significant
challenge, highlighting the need for improvement in this critical aspect of patient care.’

In the course of their professional duties, physicians are required to adhere to the
stipulations outlined in Law Number 17 of 2023 concerning Health, specifically in Article 274.
This legislation provides a clear framework for informed consent and mandates that medical
personnel and health workers must adhere to five essential elements in their practice. Notably,
paragraph (b) emphasizes the necessity of securing consent from both the patient and their
family before the implementation of any medical interventions. The question of errors is a
critical intersection between health Law and criminal Law. Before determining whether an
error has occurred, a medical evaluation must be conducted, as the actions of healthcare
providers are inherently linked to their professional responsibilities.®

Informed consent is a critical safeguard for physicians against allegations of unlawful
acts such as malpractice. Legally, informed consent must adhere to the criteria for a valid
agreement as outlined in Article 1320 of the Civil Code, which includes mutual consent, the
capacity to consent, a defined subject matter, and a lawful purpose. Within the realm of medical
services, informed consent constitutes a formal agreement between a physician and a patient,

wherein the patient voluntarily agrees to proceed with a medical intervention based on
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comprehensive and accurate information provided by the physician regarding the diagnosis,
proposed procedure, associated risks, and available alternatives. In this case, informed consent
is closely related to the terms of mutual consent as one of the conditions for the validity of an
agreement in the Civil Code.

Informed consent embodies the principle of trust within the legal framework governing
the doctor-patient relationship. Failure to uphold this principle may lead to legal disputes,
including civil lawsuits for breach of contract (as stipulated in Article 1234 of the Civil Code)
or claims of unlawful acts (perbuatan melawan hukum, PMH) if harm to the patient occurs
(Article 1365 of the Civil Code). Consequently, informed consent should be viewed not merely
as an administrative formality but as a fundamental aspect of legal protection for physicians
and a vital respect for patient rights. In this context, it is essential to differentiate between the
concept of contract breach and PMH. At first glance, PMH and contract breach may appear
similar since both can lead to lawsuits for damages. However, the fundamental distinction lies
in their origins: a breach of contract occurs when one party fails to fulfill an agreement
established with another party, which necessitates a prior contractual relationship. Conversely,
PMH arises from actions that infringe upon the rights of others or violate one’s own legal
obligations, even in instances where societal ethics may be compromised.’

An illustrative example of inadequate informed consent in medical practice is
highlighted by the case of Dr. Ayu, which gained widespread attention in 2013. This incident
involved alleged malpractice that resulted in a patient's death following a cesarean section.'”
Article 1365 of the Civil Code states that any unlawful act causing harm to another person
obligates the responsible party to compensate for the resulting damages. For instance, if a
patient suffers paralysis due to complications from an invasive procedure, yet the physician
failed to provide adequate verbal or written disclosures regarding the associated risks, the
validity of the patient's consent may be compromised. In such scenarios, the patient or their
family can pursue legal action against the physician for negligence, even in the absence of a
formal written agreement, as civil Law allows for claims based on PMH without prior
contractual obligation.®

Informed consent is a fundamental obligation of healthcare professionals, extending
beyond mere documentation to encompass the responsibility of providing patients with
thorough and accurate information about their medical treatment options. It is essential, except
in cases of emergencies that necessitate immediate intervention without the patient's consent.
The principle of self-determination underpins the necessity of informed consent, affirming each

individual's right to make autonomous decisions regarding their own health and bodily
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autonomy. Additionally, informed consent functions as a legal safeguard, minimizing the risk
of justifying medical procedures that could endanger the health or safety of individuals. From
a legal standpoint, it also helps prevent malpractice.!! Consequently, healthcare providers must
obtain an unambiguous expression of consent from patients prior to any medical procedure.
Failure to secure informed consent may expose the physician to legal and professional
repercussions for their interventions.'?

Healthcare services are fundamentally designed to deliver both treatment and
preventive measures for diseases, grounded in the unique relationship between patients seeking
care and physicians dedicated to curing ailments. In this framework, a physician is a qualified
individual possessing the necessary medical knowledge and expertise to practice medicine
competently and effectively. Conversely, a patient is defined as an individual affected by a
medical condition who has entrusted their health management to a physician. Consequently,
physicians have an ethical obligation to provide the highest standard of medical care to their
patients. Should a physician be found negligent in their practice, they may be subject to civil
liability.

Numerous studies have explored the issue of informed consent in medical practice. For
instance, research by Damayanti et al. highlights the provisions of the 2023 Health Law
regarding informed consent in emergencies, noting that physicians are protected from civil
liability when providing life-saving treatment without written consent under such conditions. '
Wijaya & Kusumaningrum further illustrate that the absence of informed consent can serve as
evidence of administrative negligence, potentially influencing criminal penalties for healthcare
providers.'* Additionally, Saputra discusses the civil liability of physicians as outlined in
Article 1365 of the Civil Code and violations of Article 45 of the Medical Practice Law,
asserting that judicial evaluations of the informed consent process have been inadequate.!”
Fadillah & Sewu indicate that current derivative regulations, such as Government Regulation
No. 28/2024, do not sufficiently bolster informed consent procedures, suggesting the need for
further legislation to enhance patient protection following the 2023 Health Law enactment.'¢
This study aims to analyze the civil liability of both physicians and hospitals within the
framework of therapeutic contracts, with a focus on the critical role of informed consent in the
formulation of medical agreements.

Methods

This study employed normative legal research to investigate methodologies for

gathering library data across various formats, including books, documents, newspapers,

articles, regulations, and other relevant sources. The research adopted legislative and
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conceptual approaches. The notion of civil legal liability, as discussed in this study, is grounded
in the framework proposed by Baghdasaryan (2022). Civil liability refers to the primary
obligation that arises in cases of extracontractual liability, or an ancillary obligation stemming
from the breach of a primary obligation. From a methodological standpoint, this concept
encompasses the enforcement mechanisms of liability, including the identification of liable
parties, their respective rights and responsibilities, as well as the extent of their liability.!” The
analysis conducted in this paper was qualitative, utilizing techniques that involve classifying
data into distinct categories, presenting findings in narrative form, and formulating
conclusions.

Result

The relationship between medical malpractice and breach of informed consent

The primary objective of obtaining informed consent is to uphold human dignity, which
is characterized by individual freedom and autonomy. Every patient has the right to make
informed choices regarding their medical care. Prior to any intervention, a physician must
secure the patient's explicit consent, typically documented through a consent form integrated
within the patient's medical record. This written consent is essential, as it ensures compliance
with established protocols within healthcare settings.'® Consequently, the healthcare institution
bears responsibility for ensuring that all elements of informed consent are adequately fulfilled.
Additionally, the physician who conducts the procedure may face administrative penalties if
these requirements are not met. "

The therapeutic relationship established between a physician and their patient is
fundamental to the concept of informed consent. Both parties possess rights and responsibilities
that must be honored. It is essential to recognize various rights while ensuring the fulfillment
of corresponding obligations.?® The relationship between patients and healthcare professionals,
which can lead to issues of medical malpractice and informed consent, encompasses all
healthcare services as outlined in Article 293, paragraph 1 of Law Number 17 of 2023 on
Health. This scope includes activities related to health maintenance, disease prevention,
treatment, health recovery, or a combination of these, along with the methodologies employed
in service delivery.?!

Civil liability of doctors in malpractice disputes arising from informed consent

Health is a fundamental human right that must be upheld, promoted, and safeguarded
by all health service providers, encompassing government entities, the private sector, and
individual practitioners. This principle is articulated in Article 28, paragraph (1) of the 1945

Constitution of the Republic of Indonesia. Furthermore, the right to health is reaffirmed in
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Article 4 of Law Number 36 of 2009 on Health, emphasizing its universal applicability to all
individuals.

As a public health organization, hospitals have the duty and authority over all medical
assistance provided by them. The responsibilities in question include providing affordable and
high-quality services, adhering to the principles of safety, inclusivity, non-discrimination,
participation, and protection for members of the public, specifically users of medical services.
The responsibilities of hospitals as stakeholders in medical services are stated in the provisions
of "Article 15 of Law Number 25 of 2009 on Public Services." The objectives of organizing
public assistance are to: (a) implement clear boundaries and affiliations regarding the rights,
responsibilities, obligations, and authorities of all groups bound by the management of public
assistance; (b) implement orderly enforcement of service provision following the general
principles of corporate governance and responsible business management; (c) ensure that the
performance of public assistance provision is following legal provisions; (d) implement legal
protection and legal clarity for the general public in the management of public services.

The responsibilities and authorities of hospitals are outlined in Article 46 of Law
Number 44 of 2009 on Hospitals. This article states that hospitals are held legally responsible
for any damage resulting from negligence by healthcare professionals within their facilities.
Hospital liability arises exclusively in instances of medical malpractice due to negligence or
intentional misconduct by healthcare professionals. Under the principle of vicarious liability,
hospitals are accountable for the negligent actions of their health workers. This responsibility
encompasses the quality of care, as dictated by the doctrine of respondeat superior, which
establishes that the institution is liable for actions undertaken by its staff that result in harm to
patients. In cases of negligence by healthcare workers, hospitals can implement various
responses, including reporting to the Medical Ethics Committee (MKEK/MKDKI), pursuing
mediation, initiating civil lawsuits, or notifying Law enforcement authorities of potential

criminal conduct.??

Discussion

According to Soejatmiko in Isfandyarie, performing medical procedures without
obtaining consent can lead to potential lawsuits from patients, constituting malpractice due to
negligence.* Valid informed consent requires that patients receive comprehensive information
regarding their proposed treatment. Physicians are required to convey, in clear and
understandable terms, details about the condition, available treatment options, potential

outcomes, and associated risks. Consequently, patients have the right to refuse the treatment
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after being informed; this is termed informed refusal.?* Recognizing human rights helps address
issues related to the patient's privacy and decision-making. Before opting for informed refusal,
patients must thoroughly understand the implications and sign a refusal form, thereby
protecting the physician from liability associated with their decision.

When a patient provides informed consent to a healthcare professional, it reinforces the
professional's legal standing. The informed consent document indicates that the patient waives
the right to sue if the healthcare provider fails to meet specific obligations. However, it is
essential to note that, legally, the patient retains the right to pursue legal action if the healthcare
provider, physician, or hospital fails to adhere to acceptable professional standards of care.?
The core components of informed consent encompass two critical elements: the information
supplied by the physician and the patient's agreement to proceed based on that information.?®

Informed consent, although often perceived as just a signed document, carries
significant weight as potential evidence in legal proceedings should a lawsuit arise. It also
serves as a protective measure for physicians against patient-initiated claims, particularly when
it includes explicit provisions stating that the physician will not face litigation for future
complications. In the absence of informed consent, patients may pursue legal action.?’ Patients
must be comprehensively educated about all associated risks of the medical procedure, as this
understanding is essential to uphold the agreement that they relinquish their right to sue for
adverse outcomes that may occur during the procedure.

When delivering medical services, hospitals have responsibilities that can be examined
through the lenses of professional, administrative, civil, and criminal Law. The foundation of
hospital accountability is the legal relationship established between the hospital as a service
provider and the patient as the recipient of healthcare. This relationship is established through
a therapeutic agreement that outlines the expectations and obligations of both parties.?®
Specifically, this civil legal relationship underscores the mutual fulfillment of rights and
responsibilities. The hospital is obligated to uphold the rights of the patient, while the patient
must respect the rights of the hospital. If either party fails to meet these obligations, it may lead
to civil litigation or claims for damages from the aggrieved party who believes they have
suffered harm.

Civil liability can be pursued against hospitals as legal entities or individual medical
personnel, depending on the determination of who committed the error or negligence. This
liability encompasses the obligation to compensate for both material and immaterial losses.*
Unlawful acts within civil Law include actions or omissions that cause harm to patients and

violate legal obligations or applicable norms. This highlights that hospitals and medical
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professionals bear not only moral responsibilities but also legal liabilities, which can be
enforced in court.>

As the prevalence of civil liability cases due to medical negligence rises, it is essential
to examine this issue through a civil Law lens. Physicians may be deemed culpable for
professional errors, such as misdiagnoses or treatment failures, that result in patient harm.?!
When a negligent act satisfies the criteria for an unlawful act (onrechtmatige daad) as defined
in Article 1365 of the Civil Code—which includes elements of fault, damage, and causation—
both doctors and hospitals may be held civilly liable for compensation. Cases of malpractice
that align with these criteria are often classified as civil malpractice.*

Professional negligence can be classified into two categories: culpa lata (gross
negligence) and culpa levis (minor negligence). This includes acts of carelessness or failure to
adhere to established medical standards. When negligence is established, patients are entitled
to seek compensation for both material and immaterial damages.>! Furthermore, beyond
individual physician liability, hospitals can also be held accountable for the actions of their
medical staff under the principle of vicarious liability as outlined in Article 1367 of the Civil
Code. Institutions may face legal action for negligence related to their employees, including
issues surrounding informed consent and the inability to follow standard protocols.
Compensation awarded to patients typically encompasses reimbursement for medical
expenses, lost income (both material and immaterial), and non-economic losses, such as pain
and suffering. Legal precedents, including the Supreme Court decision PK/Pdt/515/2011,
affirm that physicians can be held liable for malpractice, as evidenced by a ruling for 2 billion
IDR in compensation to affected patients as a civil liability measure.*!

In the context of medical malpractice, Taylor emphasizes the importance of the "4Ds"
that must be established for a physician to be held liable: (a) Duty, (b) Dereliction of Duty, (c¢)
Damage, and (d) Direct Causal Relationship. "Duty" entails the physician's obligation to adhere
to established professional standards and to obtain informed consent from patients. This
process requires that the physician communicate comprehensive information, enabling the
patient to grasp the implications of medical actions. Essential elements include the risks
involved, potential unexpected outcomes, alternative treatments, and the consequences of
forgoing treatment. Regulatory guidelines for informed consent are outlined in "Articles 274
and 293 of Law Number 17 of 2023 concerning Health". "Dereliction of Duty" refers to a
breach of these professional standards, determined by the specifics of each case and evaluated
by specialists. It is crucial to distinguish between adverse outcomes resulting from

complications and those resulting from negligence, as patients may conflate these scenarios.
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Establishing that a physician has met their "duty" necessitates proof of negligence. "Damage"
encompasses the harm experienced by the patient, including physical, financial, and emotional
consequences. Lastly, a "Direct Causal Relationship" implies a clear link between the
physician's actions and the subsequent harm inflicted on the patient.’!
Conclusion

The research highlights the crucial role of informed consent in medical practice,
underscoring its importance for both patient protection and legal protection for healthcare
providers. Physicians must obtain valid consent before any intervention to prevent legal
repercussions, including civil liability for negligence. Adhering to professional standards and
ethical guidelines is essential in the informed consent process. Deviations may result in
unlawful acts, allowing patients to seek compensation for damages under Article 1365 of the
Civil Code. Furthermore, healthcare institutions may face vicarious liability as per Article
1367, reinforcing the importance of diligent consent practices.
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