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Abstract

Informed consent is an important instrument in health services that serves to ensure the patient's
right to obtain adequate information before determining medical action against him. In practice,
the implementation of informed consent still faces various problems, including limited
information, low patient understanding, suboptimal communication, and the tendency to make
consent an administrative formality. This condition can cause differences in understanding
between patients and medical personnel and increase the potential for medical disputes. This
study aims to analyze the implementation of informed consent from the perspective of health
law and examine its strengthening as an effort to prevent medical disputes and improve legal
protection for patients. The research uses normative legal research methods with a legislative
approach and a conceptual approach. Legal materials are analyzed descriptive-analytically to
obtain an overview of the position, implementation, and problems of informed consent in the
legal relationship between patients and medical personnel. The results show that informed
consent is not solely a consent document, but a communication process that provides an
opportunity for patients to understand the diagnosis, medical measures, benefits, risks,
alternative course of action, and possible consequences. Therefore, strengthening informed
consent needs to be done through improving the quality of communication of medical
personnel, providing easy-to-understand information, strengthening documentation,
implementing standard operating procedures, and using technology appropriately. The
strengthening is expected to increase legal certainty, prevent misunderstandings, reduce the
potential for medical disputes, and realize more optimal legal protection for patients and
medical personnel.
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Introduction

1.1 Legal Relationship between Patients and Medical Personnel, Position of Informed
Consent, and Patient Rights

The relationship between patients and medical personnel is a legal relationship that is
born in the process of health services and is generally realized through therapeutic agreements.
In this relationship, medical personnel are positioned as parties who provide professional
services, while patients are recipients of services who have legal rights and obligations. The
relationship is not only based on trust, but also gives birth to legal consequences in the form of
the patient's right to obtain proper services and the obligation of medical personnel to provide
services in accordance with professional standards and applicable legal provisions. Thus, the
relationship between patients and medical personnel is a legal relationship that places both
parties as legal subjects with their respective positions and responsibilities. In this therapeutic
relationship, informed consent has an important position because it is part of the decision-
making process before a medical procedure is performed. Informed consent should not be
understood only as an administrative form or document, but as a communication process
between medical personnel and patients regarding health conditions, actions to be taken,
benefits, risks, and available alternative measures. The patient's consent is given after obtaining
sufficient information so that the decision taken is a conscious and understandable decision.
Therefore, informed consent has a legal function to clarify the rights and obligations of the
parties as well as provide a basis for the implementation of medical measures in therapeutic
relationships.

Informed consent is also a concrete form of respect for the patient's right to information
and autonomy in determining medical actions against him. Patients are no longer seen as parties
who only accept the decisions of medical personnel, but as legal subjects who have the right to
participate in determining the choice of health services that they will receive. The correct
implementation of informed consent provides an opportunity for patients to understand their
medical conditions and choices before giving consent or refusal. Thus, strengthening informed
consent not only serves to protect patients from unwanted medical actions, but can also provide
legal protection for medical personnel because of a clear communication and consent process.
Such implementation can ultimately strengthen the relationship of trust between patients and
medical personnel and reduce the potential for misunderstandings that can develop into medical
disputes.

1.2 Problems of Implementing Informed Consent in Practice and the Risk of Medical
Disputes

The implementation of informed consent in health service practice still faces various
problems, especially related to the quality and completeness of information provided to patients.
In some circumstances, informed consent is still treated as an administrative document that
must be signed before medical procedures, while the substance of communication between
medical personnel and patients has not been optimally carried out. Patients may have difficulty
understanding the diagnosis, the purpose of the action, the benefits, the risks, complications,
and the available alternative course of action. Research shows that incomplete disclosure of
information can cause patients to make decisions without adequate understanding, so the
principle of patient autonomy has not been fully fulfilled.

These problems have legal consequences because a lack of information or lack of
adequate consent can cause a difference in perception between patients and medical personnel
when there are service results that do not meet expectations. Uncertainty about the risks of
medical action can cause patients to consider the occurrence of complications or unexpected
outcomes as a form of negligence or malpractice. Therefore, informed consent has a preventive
function in reducing the potential for medical disputes through the provision of transparent
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information and good documentation of consent. This is in line with the provisions of Article
293 of Law Number 17 of 2023 concerning Health which requires every individual health
service action to obtain approval after the patient has received an adequate explanation.

2.3 The Importance of Strengthening Informed Consent as an Instrument for Patient
Legal Protection

Strengthening informed consent is important because the approval of medical
procedures does not only function as an administrative document, but is a legal instrument that
guarantees the patient's right to obtain information and determine medical actions against him.
The implementation of informed consent that is carried out in a complete, transparent, and easy-
to-understand manner can clarify the legal relationship between patients and medical personnel
and reduce potential misunderstandings about actions, benefits, risks, and alternatives to health
services. Research on informed consent also shows that the completeness of consent provides
legal protection for patients in the event of deviations from the agreed actions, as well as
providing legal certainty for medical personnel in carrying out services according to the
patient's consent.

The strengthening of informed consent is increasingly relevant to the development of
national health law after the enactment of Law Number 17 of 2023 concerning Health. Article
293 emphasizes that individual health care actions must obtain approval after the patient has
received an adequate explanation, including for invasive and/or high-risk actions that require
written consent. This provision shows the strengthening of the patient's position as a legal
subject who has autonomy in determining the health services he receives. Therefore,
strengthening informed consent needs to be directed not only at the fulfillment of consent
formalities, but also at the quality of communication, patient understanding, documentation,
and compliance of medical personnel with legal provisions. This is important to realize the
principles of patient protection and safety while building a national health service system that
Is more transparent, accountable, and provides legal certainty.

2.4 Problem Formulation

1. What is the legal position of informed consent in health services in Indonesia?

2. What are the problems with the implementation of informed consent in preventing medical
disputes?

3. How can strengthening informed consent improve patient legal protection?

2.5 Research Objectives

This study aims to analyze the legal position of informed consent in health services,
including its role in the legal relationship between patients and medical personnel; analyze the
problems of implementing informed consent in an effort to prevent medical disputes, especially
related to the provision of information, understanding, and consent of patients; and analyze
efforts to strengthen informed consent As an instrument to improve the legal protection of
patients, so that its implementation is not only administrative, but is able to guarantee patients'
rights, provide legal certainty, and prevent disputes between patients and medical personnel.
Studies on informed consent show that consent has an important position in therapeutic
relationships and serves as a form of legal protection for patients and medical personne
2.5 Research Benefits

The research entitled Strengthening Informed Consent as an Effort to Prevent Medical
Disputes and Improve Patient Protection is expected to provide theoretical and practical benefits
in the development of health law, especially related to the implementation of informed consent
in medical services. Theoretically, this research can add insight into the importance of informed
consent as a form of fulfilling patient rights and the basis of communication between patients
and medical personnel. Practically, this research is expected to be an input for the government
in strengthening regulations, for health service facilities in improving operational standards and
documentation, and for medical personnel in providing clear information to patients. Thus,
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strengthening informed consent can increase patient understanding and involvement, reduce the
potential for misunderstandings, and prevent medical disputes
Literature Review

Informed consent is an important part of the legal relationship between patients and
medical personnel because it relates to the patient’s right to obtain information and determine
medical actions against him/her. Informed consent is not only interpreted as a consent
document, but also as a communication process that provides information about diagnosis,
purpose of action, benefits, risks, and alternative medical measures. Pietrzykowski and
Smilowska (2021) explained that informed consent is a basic concept in medical services that
Is oriented towards patient autonomy and supports joint decision-making between doctors and
patients. Thus, the quality of informed consent is largely determined by the extent to which the
patient understands the information provided before making a decision. From the perspective
of patient protection, the implementation of good informed consent can be an instrument to
ensure respect for patients' rights and autonomy. The patient must obtain adequate information,
be able to understand it, and give consent voluntarily without coercion. Sherman et al. (2021)
found that informed consent in medical practice still faces problems in the form of insufficient
information, low patient understanding, and non-optimal aspects of volunteerism. These
conditions can have an impact on low patient satisfaction, non-compliance with treatment, and
even an increased risk of lawsuits against medical personnel. Therefore, strengthening informed
consent needs to be directed at improving the quality of communication, not just administrative
fulfillment.

Informed consent is also closely related to the prevention of medical disputes. Disputes
can arise when patients feel that they do not have enough information about the available
medical procedures, risks, or treatment alternatives. Giudici-Wach et al. (2022), through a
systematic review of legal cases related to informed consent, show that the lack of information
about risks and the absence of evidence that information has been provided are factors that are
often found in dispute cases. The findings show that clear communication and documentation
of the informed consent process are important aspects in reducing potential disputes between
patients and medical personnel. Thus, informed consent can function as a preventive
mechanism against disputes as well as part of good medical service governance.

In the context of Indonesian law, informed consent has an important position in the
doctor-patient relationship and is related to legal protection for both parties. Sinaga (2022)
research shows that informed consent and medical records have an important position in
proving and resolving medical disputes. If the process of providing information and approval
is not carried out or not properly documented, this condition can cause legal problems for
medical personnel and health service facilities. Therefore, strengthening informed consent
needs to be done through compliance with procedures, completeness of documentation, and
increasing the understanding of medical personnel regarding the obligation to provide
information to patients.

Based on this study, strengthening informed consent can be seen as one of the strategies
to increase legal protection of patients while preventing medical disputes. The strengthening
not only includes the provision of consent forms, but also the improvement of the quality of
doctor-patient communication, ensuring patient understanding, providing information about
risks and alternative actions, and recording the complete approval process. Research in
Indonesia also shows that medical personnel's compliance with informed consent procedures
still needs to be strengthened so that its implementation does not stop as an administrative
formality. Therefore, research on strengthening informed consent is important to formulate
more effective implementation in providing protection to patients and at the same time creating
legal certainty for medical personnel.
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Research Methodology

This study uses a normative juridical research method with three approaches, namely
the statute approach to examine provisions regarding informed consent and patient protection,
a conceptual approach to analyze the concept of informed consent and medical disputes, and
a case approach) to review cases or decisions related to informed consent. These three
approaches are used to analyze the strengthening of informed consent as an effort to prevent
medical disputes and improve patient legal protection.

Results and Discussion
4.1 Legal Status of Informed Consent in Health Services

Informed consent is the patient's consent to medical action after obtaining adequate
information about the health condition, purpose of the action, benefits, risks, and available
alternative actions. In the health service relationship, informed consent has an important
position because it is part of the legal relationship between patients and medical personnel.
Patients have the right to obtain clear and complete information and determine whether a
medical action can be taken against him. Thus, patient consent is not just a signature on a form,
but a decision-making process based on the information provided by medical personnel.
Legally, the implementation of informed consent relates to the obligation of medical personnel
to provide adequate explanation before medical procedures are performed and to the patient's
right to accept or reject such actions. In the perspective of the therapeutic relationship, patients
and medical personnel are legal subjects who have their own rights and obligations. Therefore,
medical personnel are obliged to provide information correctly, clearly, and understandably,
while patients have the right to determine the actions they will receive based on this
information. Provisions regarding informed consent are also part of the development of national
health law, including the provisions in Law Number 17 of 2023 concerning Health.

The position of informed consent is ultimately not only a procedure in health services,
but also as an instrument of legal protection for patients and medical personnel. For patients,
informed consent provides assurance that medical procedures are carried out with consent and
based on the information that has been received. For medical personnel, the correct
implementation of informed consent can provide certainty regarding the communication and
consent process before action is taken. Therefore, informed consent needs to be implemented
in a substantive, transparent, and well-documented manner in order to strengthen patient rights,
prevent misunderstandings, and reduce the potential for medical disputes in health services.
From the perspective of legal protection, informed consent also serves as a form of respect for
the principle of patient autonomy in determining the health services they receive. Consent given
after the patient has obtained adequate information indicates that the medical procedure is
carried out based on the patient's wishes, not solely the decision of the medical personnel.
Therefore, the implementation of informed consent must be carried out honestly, clearly, easily
understood, and adjusted to the patient's condition. This process can also be proof that medical
personnel have fulfilled their obligation to provide information and obtain consent before
performing medical procedures, so as to provide legal certainty for both parties and reduce the
potential for medical disputes.

4.2 Problems of Implementing Informed Consent in the Prevention of Medical Disputes

The implementation of informed consent in health service practice still faces various
obstacles, especially in providing information to patients. Information about the diagnosis,
purpose of action, benefits, risks, complications, and alternative course of action is sometimes
not fully communicated or in language that is easy for the patient to understand. Differences in
education levels, health knowledge, and the ability to understand information can also cause
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patients to not fully understand the action they will receive. Research shows that incomplete
information can cause patient decisions to not be fully based on adequate understanding, so the
principle of patient autonomy has not been optimally implemented.

Another problem is informed consent which can still be treated as an administrative
formality, limited service time, and incomplete consent documentation. This condition can
weaken the function of informed consent as evidence that there has been communication and
consent between patients and medical personnel. In addition, in an emergency, medical
personnel may face situations when action must be taken immediately while the patient is
unable to provide consent or the family is not yet available. This condition requires clarity on
the basis of the action, the limits of authority, and good documentation so as not to cause legal
problems in the future. Weaknesses in the implementation of informed consent can increase
the potential for medical disputes because patients and medical personnel can have different
perceptions of health care actions and outcomes. Patients who do not obtain adequate
information about risks or alternative courses of action may consider the occurrence of
complications as a form of negligence or malpractice, while medical personnel may have
difficulty proving that information and consent have been provided correctly if the
documentation is incomplete. Therefore, informed consent needs to be carried out as a
substantive communication process, not just filling out a form, by ensuring that the information
is understood by the patient and documented properly. Thus, strengthening informed consent
can be a preventive step to reduce misunderstandings, prevent medical disputes, and provide
legal protection for patients and medical personnel.

In addition to these problems, the implementation of informed consent also faces
challenges in ensuring that consent is truly given freely and based on the patient's
understanding. In practice, the patient's anxious condition, family pressure, limited
communication, and unbalanced relationship between the patient and medical personnel can
affect the patient's ability to make decisions. Therefore, medical personnel need to ensure that
patients have the opportunity to ask questions, understand the information provided, and give
consent without pressure. Strengthening the communication process and documentation of
informed consent is important so that the consent given has a substantive meaning, while
reducing differences in perceptions and potential disputes between patients and medical
personnel.

4.3 Strengthening Informed Consent as an Instrument for Patient Legal Protection

Strengthening informed consent needs to start from improving the quality of information
provided to patients. Information regarding the diagnosis, purpose of action, benefits, risks,
possible complications, and alternative course of action should be provided in full using simple,
easy-to-understand language. It is important that patients fully understand the condition and
health care options before giving consent. Thus, informed consent is not only an administrative
requirement, but a communication process that respects the rights and autonomy of patients.
Research shows that clear and transparent communication can strengthen patients' legal
protections while reducing the potential for misunderstandings that can develop into medical
disputes. Strengthening also needs to be done through improving the communication
competence of medical personnel and the implementation of clear standard operating
procedures (SOPs). Medical personnel need to have the ability to explain medical information
according to the patient's level of understanding and provide opportunities for patients to ask
questions before making a decision. In addition, informed consent documentation must be
carried out completely and systematically in medical records so that it can be evidence that the
process of providing information and consent has been carried out. Thus, informed consent can
function as an instrument of legal protection for patients as well as provide legal certainty for
medical personnel.

The use of digital technology can also be part of strengthening informed consent,
especially in the delivery of information and consent documentation. Digital media can be used
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to provide information in the form of text, images, videos, and electronic consent forms so that
patients have the opportunity to learn information more flexibly. Systematic studies show that
digital technology in the informed consent process can improve the initial understanding of
patients and help the documentation process. However, its implementation must still pay
attention to data security, accessibility, equity, and maintain direct communication between
patients and medical personnel. Furthermore, it is necessary to periodically supervise and
evaluate the implementation of informed consent and strengthen the preventive medical dispute
resolution mechanism. Health care facilities need to evaluate the compliance of medical
personnel with SOPs, completeness of documentation, and the quality of communication with
patients. In the context of national health law, the strengthening is in line with Article 293 of
Law Number 17 of 2023 concerning Health, which regulates the approval of actions after the
patient has obtained an adequate explanation, including provisions regarding written consent
and emergency conditions. Therefore, strengthening informed consent substantively can be a
preventive strategy to clarify the rights and obligations of the parties, reduce misunderstandings,
and prevent conflicts from developing into medical disputes

4.4 Model of Strengthening Informed Consent in Health Law Reform

The model of strengthening informed consent in health law reform needs to place
adequate information and patient understanding as the main initial stage. Patients should obtain
information about health conditions, objectives of action, benefits, risks, and alternative actions
in simple language and appropriate to their level of understanding. A valid consent is not just
marked by a signature, but must show that the patient really understands the information before
making a decision. Various studies show that more interactive communication methods,
including the use of audiovisual media and teach-back, can improve patient understanding in
the informed consent process.

Based on this, the model offered can be formulated in a series: adequate information —
patient understanding — free consent — robust documentation. Each stage has interrelated
legal functions. Adequate information results in understanding, understanding allows patients
to give consent freely without pressure, while complete documentation provides evidence that
the approval process has been done correctly. Thus, informed consent needs to be positioned as
a substantive legal and communication process, not just the fulfillment of administrative
formalities. This is also important because the quality of informed consent has to do with the
adequacy of information, the patient's understanding, and the voluntary nature of the decision
given. The next stage is service transparency — dispute prevention — legal protection of
patients, which can be the direction of health service regulations and practices. Transparency
can be strengthened through standard operating procedures, integrated documentation,
evaluation of medical personnel compliance, and the use of digital technology to assist in
information delivery and record of consents. Research shows that digital technology can
improve patients' initial understanding of the informed consent process, although it is still
necessary to be accompanied by communication with medical personnel and pay attention to
the condition of vulnerable patient groups. Thus, the model can be developed as a
recommendation for health law reform that places informed consent as a preventive instrument
to prevent disputes while strengthening patient legal protection and legal certainty for medical
personnel.

Conclusion
Based on the results of the research, informed consent has an important position as a

legal instrument in health services because it is part of the legal relationship between patients
and medical personnel and guarantees the patient's right to obtain information and determine
medical actions against him. Informed consent should not be understood as just an
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administrative document, but as a process of communication and consent that is carried out
consciously, voluntarily, and based on adequate information. In the context of national health
law, the obligation to obtain approval after the patient has received an adequate explanation is
also affirmed in Article 293 of Law Number 17 of 2023 concerning Health. The implementation
of informed consent still faces various problems, such as incomplete information, limited
patient understanding, suboptimal communication, formalistic consent, and weak
documentation. This condition can cause differences in perception between patients and
medical personnel and increase the potential for medical disputes. Therefore, it is necessary to
strengthen informed consent through improving the quality of information and communication,
using easy-to-understand language, strong documentation, implementing SOPs, and continuous
supervision and evaluation. The strengthening is expected to make informed consent a
preventive instrument to prevent disputes while increasing legal protection of patients and
providing legal certainty for medical personnel. Thus, strengthening informed consent needs to
be placed as an important part of the reform of national health laws by shifting the paradigm
from administrative consent to substantive legal and medical communication processes. The
reinforcement includes providing complete and easy-to-understand information, the
opportunity for patients to ask questions and make choices freely, documentation that can be
accounted for, and supervision of its implementation. An adequate information model — patient
understanding — free consent — strong documentation — transparency of services — dispute
prevention — legal protection of patients can be a preventive framework in building health
services that are more transparent, accountable, and oriented towards the protection of patients'
rights.

Suggestions
The government needs to strengthen regulations and standards for the implementation

of informed consent so that its implementation has legal certainty and can be implemented
uniformly in health services. Health service facilities also need to improve the quality of SOPs,
documentation systems, and supervision of the implementation of informed consent so that they
do not stop at fulfilling administrative formalities. Medical personnel are expected to improve
communication competence by providing complete, clear, honest, and easy-to-understand
information for patients regarding medical procedures, benefits, risks, and available
alternatives. Patients also need to increase their understanding and involvement in medical
decision-making by actively obtaining information, asking questions, and giving consent
consciously without pressure. Meanwhile, policymakers need to develop informed consent
mechanisms that are more adaptive to health technology developments, including the use of
digital systems in the delivery of information and consent documentation while still paying
attention to data security and patient rights. With this step, informed consent is expected to
function optimally as an instrument for preventing medical disputes while strengthening patient
legal protection and legal certainty for medical personnel.
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