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Informed Consent for High-Risk Procedures in
Indonesia: Legal Formalism, Shared Decision-Making,
and the Problem of Therapeutic Misunderstanding
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ABSTRACT

"Family Communication Forum of Retired Introduction: Informed consent constitutes a fundamental ethical and legal requirement in modern healthcare, particularly

Red Befet_ _ 4 for high-risk procedures that involve substantial risks of morbidity, disability, or mortality. Despite legal reforms that
;Legal Unit, Wangaya Regional Hospital, strengthen patient rights in Indonesia, informed consent is frequently implemented as a documentation-centered process,
enpasar

raising concerns regarding the quality of patient understanding and participation in clinical decision-making.

Methods: This study employed a normative-juridical narrative review by analyzing Indonesian health legislation, bioethical
principles, medico-legal literature, and international publications related to informed consent, shared decision-making,
patient autonomy, and therapeutic misunderstanding. Relevant legal and scientific sources were synthesized thematically.
Results: Indonesian regulations establish a comprehensive legal foundation for informed consent and require disclosure
of information regarding diagnosis, proposed interventions, potential benefits, risks, alternatives, and prognosis.
However, implementation often remains focused on obtaining signed consent forms rather than ensuring substantive
patient comprehension. Contemporary evidence supports shared decision-making as a patient-centered approach that
promotes meaningful involvement in healthcare decisions. Nevertheless, limited health literacy, cultural paternalism,
communication barriers, emotional distress, and the complexity of medical information continue to contribute to therapeutic
misunderstanding, particularly in high-risk clinical settings. These factors may undermine the validity of consent despite
apparent legal compliance.

Conclusion: The validity of informed consent should extend beyond documentary authorization and encompass effective
communication, patient understanding, voluntariness, and collaborative decision-making. Integrating shared decision-
making principles into high-risk consent processes may reduce therapeutic misunderstanding, strengthen patient autonomy,
and enhance medico-legal protection for both patients and healthcare professionals in Indonesia.
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INTRODUCTION

Informed consent is widely recognized
as a cornerstone of ethical and lawful
medical practice. Beyond serving as a
prerequisite for medical intervention,
informed consent reflects the fundamental
principle that patients possess the right to
make autonomous decisions regarding
their healthcare after receiving adequate
information about the proposed treatment.
The concept emerged as a response to
historical concerns regarding paternalistic
medicine, in which physicians exercised
dominant  authority = over  clinical
decision-making with limited patient
involvement. Contemporary healthcare
systems increasingly emphasize patient-

centered care, recognizing that respect for
autonomy requires not only disclosure of
information but also meaningful patient
participation in treatment decisions."?
The importance of informed consent
becomes particularly evident in high-
risk medical procedures, including major

surgery, cardiovascular interventions,
neurosurgical operations, organ
transplantation, and other invasive

treatments associated with significant
risks of morbidity, permanent disability,
or mortality.  Decisions  regarding
such interventions frequently involve
uncertainty concerning outcomes,
complex risk-benefit assessments,
and multiple therapeutic alternatives.
Consequently, obtaining valid informed

consent in these settings requires more
than a formal authorization process; it
necessitates effective communication that
enables patients to understand relevant
information and align healthcare decisions
with their individual values, preferences,
and expectations.?

In Indonesia, informed consent has
received increasing legal attention through
the development of health legislation
and professional standards. Current
regulations recognize the patient’s right to
receive information regarding diagnosis,
proposed interventions, expected benefits,
potential risks, available alternatives, and
prognosis. These provisions establish
informed consent as both a legal obligation
of healthcare professionals and a
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mechanism for safeguarding patient rights.
In practice, however, implementation
often remains focused on the completion
of consent forms and documentary
requirements. As a result, the existence of
a signed document is frequently regarded
as evidence that informed consent has
been adequately obtained, despite limited
assessment of whether patients genuinely
understood the information provided.*
This phenomenon reflects a broader
tension between legal formalism and
substantive patient engagement. Legal
formalism emphasizes compliance with
procedural requirements, documentation
standards, and evidentiary protection
in the event of medical disputes. While
these functions are important, excessive
reliance on documentation may obscure
the communicative and deliberative
dimensions of informed consent. Patients
may sign consent forms without fully
understanding procedural risks, expected
outcomes, or available alternatives,
particularly when confronted with
complex medical terminology, emotional
distress, limited health literacy, or cultural

norms that encourage deference to
physician authority.’
These concerns have stimulated

growing interest in the concepts of
shared decision-making and therapeutic
misunderstanding. ~ Shared  decision-
making promotes collaborative
deliberation between physicians and
patients, integrating clinical evidence
with patient preferences and values.
Conversely, therapeutic misunderstanding
occurs when patients misinterpret or
inadequately comprehend information
related to a proposed intervention
despite participating in the consent
process. The persistence of therapeutic
misunderstanding ~ raises  important
questions regarding the substantive validity
of consent, especially in high-risk clinical
situations where misunderstandings may
have profound ethical, legal, and clinical
consequences.>®

This review aims to examine informed
consent for high-risk procedures in
Indonesia  from  medico-legal and
ethical perspectives.  Specifically, it
analyzes the Indonesian legal framework
governing informed consent, explores the
relationship between legal formalism and

shared decision-making, evaluates the
problem of therapeutic misunderstanding,
and discusses policy directions that may
strengthen  patient-centered  decision-
making  while  maintaining  legal
accountability in healthcare practice.

METHODS

Search Strategy

This study employed a normative-juridical
narrative review design to examine the
legal, ethical, and clinical dimensions of
informed consent for high-risk medical
procedures in Indonesia. The normative-
juridical approach was used to analyze legal
norms, regulatory frameworks, bioethical
principles, and professional obligations
governing informed consent, patient
autonomy, and physician responsibility.
The narrative review approach was utilized
to synthesize contemporary scientific
literature concerning shared decision-
making, risk communication, therapeutic
misunderstanding, and patient-centered
healthcare.

Legal Materials and Literature Sources
Primary legal materials consisted of
Indonesian laws and regulations relevant
to informed consent and healthcare
governance, including Law Number 17
of 2023 concerning Health, Government
Regulation Number 28 of 2024 concerning
the Implementation of the Health Law, the
Indonesian Civil Code, the Indonesian
Code of Medical Ethics, and ministerial
regulations governing medical practice
and patient rights. Additional legal and

ethical documents from international
organizations were also reviewed to
provide comparative perspectives

regarding patient autonomy and informed
decision-making.

Secondary materials were obtained
from peer-reviewed journal articles,
textbooks, institutional reports, ethical
guidelines, and policy documents
addressing informed consent, shared
decision-making, patient autonomy,
risk disclosure, physician-patient
communication, health literacy, and
therapeutic misunderstanding. Literature
searches were conducted through PubMed,
Scopus, Google Scholar, GARUDA, and
institutional ~databases. Search terms
included “informed consent,” “shared

decision-making,” “patient autonomy;’
risk communication, therapeutic
misunderstanding,’ “therapeutic
misconception,” “high-risk procedures;
“medical law;” “bioethics,” “informed

consent Indonesia,” and related terms.

Eligibility Criteria

Included materials comprised current
Indonesian  regulations, international
ethical  guidelines, and  scientific
publications discussing informed consent,
patient  participation in  healthcare
decisions, therapeutic misunderstanding,
and medico-legal aspects of high-risk
procedures. Sources were excluded if they
lacked relevance to informed consent,
represented  unsupported  opinions
without academic or legal foundation,
or contained outdated information that
had been superseded by more recent
regulations or evidence.

Data Extraction and Synthesis

Data were extracted by identifying
key themes related to the conceptual
foundations of informed consent, legal
requirements, ethical principles, disclosure
standards,  shared  decision-making
models, therapeutic misunderstanding,
and implementation challenges in high-
risk clinical settings. Findings were
synthesized thematically to explore the
relationship between legal formalism and
substantive patient understanding within
the Indonesian healthcare context.

RESULTS AND DISCUSSION

Conceptual Foundations of Informed
Consent

Informed consent represents a process
through which a competent patient
voluntarily  authorizes a  medical
intervention  after  receiving  and
understanding  sufficient information
regarding the proposed treatment.
Although commonly associated with
signed consent forms, contemporary legal
and bioethical scholarship recognizes
informed consent as a continuous
communicative process rather than a
single administrative event. Its primary
purpose is to ensure that healthcare
decisions are made by patients who
possess adequate knowledge regarding the
expected benefits, potential risks, available
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alternatives, and possible consequences of
accepting or refusing treatment.®

The modern doctrine of informed
consent is grounded in the ethical principle
of respect for autonomy. Autonomy
refers to the individuals right to make
decisions concerning personal health
and bodily integrity free from coercion,
manipulation, or undue influence. Within
clinical practice, respect for autonomy
requires healthcare professionals to
provide information in a manner that is
understandable, relevant, and responsive
to the patients informational needs.
Consequently, informed consent serves
not only as legal authorization for medical
intervention but also as a mechanism for
protecting individual dignity and self-
determination.”

Several essential elements are required
for informed consent to be considered
valid. First, the patient must possess
decision-making  capacity, including
the ability to understand relevant
information, appreciate the consequences
of available choices, reason about
treatment options, and communicate a
decision. Second, adequate disclosure
must be provided regarding diagnosis,
treatment objectives, expected benefits,
potential risks, available alternatives,
and prognosis. Third, the patient must
demonstrate sufficient understanding
of the disclosed information. Fourth,
the decision must be voluntary and free
from coercion. Finally, the patient must
communicate authorization for the
proposed intervention.”

The validity of informed consent
therefore depends not merely on the
transmission of information but on the
achievement of meaningful understanding.
This distinction is particularly important
in high-risk procedures, where patients
are often required to evaluate complex
information under emotionally stressful
circumstances. Under such conditions,
the quality of communication may
be as important as the quantity of
information  disclosed. Consequently,
contemporary interpretations increasingly
emphasize patient comprehension and
shared deliberation rather than simple
documentation of authorization.”

Table 1.

Core Components of Valid Informed Consent.’

Capacity Ability to understand, appreciate, reason, and  Ensures legal competence
communicate decisions

Disclosure Provision of relevant information regarding Supports informed choice
diagnosis, risks, benefits, and alternatives

Understanding  Patient comprehension of disclosed Determines substantive
information validity

Voluntariness ~ Freedom from coercion or undue influence Protects autonomy

Authorization  Explicit agreement to proceed with Provides legal permission
intervention

Table 2. Indonesian Regulations Relevant to Informed Consent.?

Law No. 17/2023 on
Health

Patient rights and

Government Regulation Implementation of

No. 28/2024 health law
Indonesian Code of Professional ethical
Medical Ethics obligations

Civil Law Principles Legal validity of

healthcare governance

Establishes the right to receive medical
information and participate in
decision-making

Strengthens operational requirements
concerning patient information and consent
Requires respect for autonomy and patient
welfare

Supports voluntary authorization and legal

agreements and consent accountability

Hospital and Medical

Practice Regulations documentation

Clinical governance and Regulates procedural aspects of consent

documentation

Indonesian Legal Framework
Governing Informed Consent
The legal basis of informed consent in
Indonesia is derived from the broader
recognition of patient rights, professional
accountability, and ethical medical
practice.  Contemporary  Indonesian
health law acknowledges that medical
interventions cannot be performed solely
on the basis of professional judgment
but require patient participation through
an informed decision-making process.
This legal framework reflects the growing
emphasis on patient autonomy while
simultaneously providing safeguards for
healthcare professionals and institutions.?
Law Number 17 of 2023 concerning
Health establishes the patients right
to receive comprehensive information
regarding health conditions and proposed
medical interventions. This information

includes diagnosis, treatment plans,
expected  benefits, potential risks,
alternative therapeutic options, and

prognosis. The law further reinforces the
obligation of healthcare professionals to
provide information that is accurate, clear,
and understandable, thereby creating the

legal foundation for informed consent
as both a patient right and a professional
duty. Government Regulation Number
28 of 2024 strengthens these principles by
providing additional operational guidance
regarding healthcare delivery and patient
rights. Together, these regulations position
informed consentasan integral component
of healthcare quality, patient safety, and
professional accountability. In addition
to statutory law, ethical obligations
established through professional codes
of conduct require physicians to respect
patient autonomy and facilitate informed
participation in healthcare decisions."®
From a medico-legal perspective,
informed  consent  performs  two
complementary  functions.  First, it
protects patients by ensuring that medical
interventions occur only after adequate
disclosure and voluntary authorization.
Second, it provides legal protection for
healthcare professionals by documenting
that information has been communicated
and that treatment decisions have
been made with patient participation.
Nevertheless, the existence of a signed
consent document does not automatically
establish the validity of consent. Courts
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and professional disciplinary bodies
increasingly recognize that genuine
informed consent requires evidence
of meaningful communication and
patient understanding rather than mere
completion of administrative forms.

This  distinction is  particularly
important in high-risk procedures, where
the consequences of misunderstanding
may be severe. Therefore, contemporary
legal interpretation increasingly extends
beyond documentary formalities toward
substantive evaluation of the consent
process itself, including the adequacy of
information disclosure, communication
quality, patient comprehension, and
voluntariness of decision-making.’

High-Risk Procedures and the Need
for Enhanced Consent

Not all medical interventions carry the
same ethical and legal implications.
While routine procedures often involve
relatively ~ predictable outcomes and
limited risks, high-risk procedures
present substantially greater uncertainty
and the potential for serious adverse
consequences. Such procedures may
include major surgery, cardiovascular
interventions, neurosurgical procedures,
organ transplantation, high-risk obstetric
interventions, intensive care procedures,
and certain experimental or innovative
therapies. These interventions frequently
involve the possibility of permanent
disability, significant deterioration in
quality of life, prolonged hospitalization,
or death.”® The heightened risks associated
with these procedures impose greater
obligations on healthcare professionals
during the consent process. Disclosure
must extend beyond a simple explanation
of procedural steps and include a balanced
discussion of expected benefits, potential
complications,  alternative  treatment
options, and the consequences of refusing
treatment. Patients should be provided
with  sufficient opportunity to ask
questions, seek clarification, and reflect on
available options before making a decision.
High-risk procedures often involve
situations in which clinical evidence does
not provide absolute certainty regarding
outcomes. Physicians may be required
to communicate probabilities rather
than guarantees, creating challenges for

both information disclosure and patient
comprehension. Risk communication
becomes particularly complex when
discussing  rare  but  catastrophic
complications. Patients may overestimate
unlikely adverse outcomes due to fear and
anxiety, while others may underestimate
substantial risks because of optimism or
excessive trust in medical professionals.
Consequently, the quality of informed
consent depends not only on the accuracy
of information provided but also on the
effectiveness of communication strategies
used to facilitate understanding.’

The ethical significance of enhanced
consent in high-risk procedures is
closely related to the principle of
proportionality. As the magnitude of
potential harm increases, the threshold
for meaningful patient understanding
becomes correspondingly higher. A
consent process that may be considered
adequate for a minor intervention may
be insufficient for a procedure associated
with substantial morbidity or mortality.
Therefore, high-risk interventions require
a more comprehensive, patient-centered,
and deliberative consent process than
routine medical care.>!

Legal Formalism in Indonesian
Informed Consent Practice

Although informed consent is intended to
facilitate autonomous decision-making,
its implementation in many healthcare
systems remains strongly influenced by
legal formalism. Legal formalism refers to
an approach that emphasizes procedural
compliance and documentary evidence as
indicators of legal validity. Within clinical
practice, this perspective frequently
manifests as a focus on obtaining
signatures on consent forms, completing
administrative =~ documentation,  and
ensuring compliance with institutional
requirements. The development of legal

formalism is understandable from a
medico-legal  perspective. Healthcare
professionals and institutions operate

in an environment characterized by
increasing public awareness of patient
rights and a growing potential for medical
disputes. Consequently, consent forms are
often viewed as important legal safeguards
that may demonstrate compliance with
professional obligations in the event of

litigation or disciplinary proceedings.
Documentation therefore becomes a
critical component of risk management
and legal accountability."’

However, excessive reliance on
documentation may create unintended
consequences. A signed consent form
may provide evidence that a conversation
occurred, butitcannotreliablydemonstrate
the quality of communication, the
adequacy of information disclosure, or the
degree of patient understanding. Patients
frequently sign consent documents under
conditions of emotional stress, acute
illness, time pressure, or dependence on
physician recommendations. In such
circumstances, formal authorization
may not necessarily reflect informed and
deliberative decision-making.'"'?

Furthermore, legal formalism may
encourage a transactional view of
informed consent, whereby the process
is perceived as complete once a signature
has been obtained. This approach
risks reducing informed consent to
a bureaucratic exercise rather than a
meaningful exchange of information. As
healthcare increasingly embraces patient-
centered care, concerns have emerged that
documentation-focused practices may
fail to achieve the ethical objectives for
which informed consent was originally
developed. For high-risk procedures,
these limitations become particularly
significant. Because the consequences
of misunderstanding may be severe
and irreversible, legal compliance alone
cannot be considered sufficient. A valid
consent process must demonstrate not
only that information was disclosed but
also that patients were given a meaningful
opportunity to understand, evaluate, and
participate in decisions affecting their
health and future well-being."
Shared Decision-Making as the
Contemporary Standard
In response to the limitations of traditional
consent models, shared decision-making
(SDM) has emerged as a contemporary
framework for patient-centered
healthcare. SDM is a collaborative process
in which clinicians and patients jointly
participate in healthcare decisions by
integrating the best available medical
evidence with patient preferences, values,
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goals, and personal circumstances.
Rather than positioning physicians as
sole decision-makers or placing the entire
burden of decision-making on patients,
SDM promotes partnership and mutual
deliberation.?

The conceptual foundation of SDM
recognizes that clinical decisions involve
two distinct forms of expertise. Physicians
possess expertise regarding diagnosis,
prognosis, treatment effectiveness, and
procedural risks. Patients possess expertise
regarding their own values, priorities,
life goals, social circumstances, and
tolerance for risk. High-quality healthcare
decisions require the integration of both
perspectives. Consequently, SDM extends
beyond information disclosure and
emphasizes active patient engagement
throughout the decision-making process.
Several studies have demonstrated that
SDM improves patient satisfaction,
increases knowledge retention, reduces
decisional conflict, and enhances trust
in healthcare professionals. Importantly,
SDM does not require patients to
make decisions independently without
professional guidance. Instead, physicians
continue to provide recommendations
while encouraging patients to participate
in evaluating available options. This
approach is particularly valuable in
situations involving multiple reasonable

treatment alternatives or uncertainty
regarding outcomes.'*'*

From a medico-legal perspective,
SDM offers a more substantive

interpretation of informed consent than
documentation-based  approaches. By
emphasizing dialogue, clarification, and
patient participation, SDM addresses
many of the limitations associated with
legal formalism. It shifts the focus from
obtaining authorization to achieving
informed and value-concordant decisions.

Consequently, SDM has increasingly
been recognized as an ethical and
practical ~strategy for strengthening

patient autonomy while simultaneously
improving communication and reducing
misunderstandings.'®

Therapeutic Misunderstanding and
Communication Failure

One of the most significant challenges
in obtaining valid informed consent
is the persistence of therapeutic

Table3. Comparison Between Legal Formalism and Shared Decision-Making
Models.”

Aspect Legal Formalism Model Shared Decision-Making Model

Primary Objective Legal compliance and documentation Patient-centered decision-making

Focus Signed consent form Patient understanding and
participation

Physician Role Information provider Information provider and decision
partner

Patient Role Consent giver Active participant in deliberation

Success Indicator

Medico-legal Documentary protection

Completion of documentation

Informed and value-concordant
decision

Communication quality and

Strength substantive understanding
Risk Administrative compliance without ~ Requires additional time and
understanding communication skills
misunderstanding. This phenomenon From an  ethical  perspective,
occurs when patients authorize a medical therapeutic  misunderstanding  raises
intervention despite having an incomplete important questions regarding the
or inaccurate understanding of the substantive validity —of informed

information disclosed during the consent
process. Therapeutic misunderstanding
does not necessarily result from inadequate
disclosure alone; rather, it frequently
arises from the complex interaction
between communication barriers, patient
expectations, emotional distress, cognitive
limitations, and the inherent complexity
of medical information. Consequently,
a patient may formally consent to
a procedure while simultaneously
maintaining beliefs or expectations that
differ substantially from the information
intended by the healthcare professional.'”

Communication failure also
contributes significantly to therapeutic
misunderstanding. Medical terminology,
statistical risk estimates, and complex
explanations  regarding  procedural
outcomes may be difficult for patients
with limited health literacy to understand.
In addition, physicians often overestimate
the effectiveness of their communication,
while patients may hesitate to ask questions
because of cultural norms, perceived power
imbalances, or concerns about challenging
professional  authority. Consequently,
the apparent completion of a consent
discussion does not necessarily indicate
that meaningful understanding has been
achieved. In the context of high-risk
procedures, these misunderstandings may
subsequently contribute to dissatisfaction,
erosion of trust, complaints, and medico-
legal disputes when outcomes differ from
patient expectations.'”

consent. If a patient does not adequately
understand the nature, risks, limitations,
or alternatives of a proposed intervention,
the ethical foundation of autonomous
decision-making becomes compromised.
Therefore, contemporary interpretations
increasingly emphasize the need to
evaluate patient understanding rather
than relying exclusively on documentation
or information disclosure alone."”

Challenges in Implementing Effective
Informed Consent in Indonesia

Despite regulatory recognition of patient
autonomy and informed decision-making,
several barriers continue to hinder effective
implementation of informed consent in
Indonesia. These challenges originate
from patient-related, physician-related,
and system-level factors that collectively
influence the quality of communication
and patient participation. At the patient
level, limited health literacy remains
a significant obstacle. Many patients
have difficulty interpreting medical
terminology, understanding probabilistic
risk information, or distinguishing
between treatment options. Cultural
traditions that place physicians in highly
respected positions may further reinforce
passive decision-making behavior, leading
patients to accept recommendations
without actively engaging in discussion.
While trust in healthcare professionals is
beneficial, excessive reliance on physician
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authority may reduce opportunities for
meaningful deliberation regarding risks,
benefits, and alternatives.>*

Physician-related barriers are equally
important. Time constraints, increasing
administrative  responsibilities,  and
concerns regarding medico-legal liability
may encourage a documentation-
focused approach to informed consent.
Under such conditions, clinicians may
prioritize procedural completion rather
than assessing patient comprehension.
Furthermore, communication training in
risk disclosure, shared decision-making,
and health literacy adaptation remains
variable across healthcare settings. As a
result, clinicians may possess substantial
technical expertise while receiving limited
formal preparation in facilitating patient-
centered decision-making.>*

Comparative Perspectives on
Informed Consent and Shared
Decision-Making

International developments in informed
consent increasingly emphasize
substantive patient participation rather
than procedural compliance alone. In
several jurisdictions, legal and ethical
standards have evolved beyond the
traditional disclosure model toward
frameworks that prioritize patient-
centered communication and shared
decision-making.In the United Kingdom,
the landmark Montgomery decision
fundamentally reshaped consent standards
by requiring physicians to disclose
material risks that a reasonable patient
would consider important when making
healthcare decisions. Compared with these
developments, Indonesian regulations
already recognize patient rights and
information  disclosure requirements.
However, implementation continues to
be influenced by documentation-oriented
practices and cultural norms that may limit
active patient participation. Consequently,
international experiences may provide
useful insights for strengthening the
practical realization of patient autonomy
within Indonesian healthcare settings.®"
Policy Directions and Future
Recommendations

Improving informed consent for high-
risk procedures in Indonesia requires

a transition from a predominantly
documentation-based  model  toward
a communication-centered and
patient-oriented approach. Regulatory
compliance remains important, but
documentation should be regarded as
evidence of a broader process rather
than the primary objective of consent
itself. At the clinical level, healthcare
professionals should be encouraged to
adopt shared decision-making principles
as part of routine practice. Discussions
regarding treatment options should
include balanced explanations of benefits,
risks, uncertainties, and alternatives while
actively exploring patient preferences and
values. Communication strategies such
as plain-language explanations, visual
decision aids, and teach-back techniques
may improve patient understanding and
reduce therapeutic ~misunderstanding.
Evidence suggests that these approaches
facilitate more informed decisions and
strengthen patient engagement without
substantially  increasing  consultation
burden.®"

At the institutional level, hospitals
and healthcare organizations should
develop standardized consent pathways
for high-risk procedures that incorporate
communication quality indicators in
addition to documentation requirements.
Professional education programs
should also strengthen training in risk
communication, health literacy, bioethics,
andshared decision-making competencies.
Such initiatives would support healthcare
professionals in navigating increasingly
complex clinical and medico-legal
environments. From a policy perspective,
future regulatory development may benefit
from incorporating explicit guidance
regarding shared decision-making and
assessment of patient understanding.
Rather than focusing exclusively on
disclosure and documentation, consent
standards should emphasize meaningful
participation and comprehension as
indicators of quality. Such an approach
would better align Indonesian healthcare
practice with contemporary international
standards while preserving the legal and
ethical objectives of informed consent.'®

Ultimately, strengthening informed
consent requires recognition that patient
autonomy is not achieved through

signatures alone. Genuine respect for
autonomy depends upon effective
communication, mutual understanding,
and  collaborative  decision-making
between healthcare professionals and
patients. By addressing therapeutic
misunderstanding and promoting shared
decision-making, Indonesia may advance
toward a more patient-centered model
of healthcare that enhances both ethical
integrity and medico-legal accountability.
This review was based on published
literature and regulatory documents;
therefore, it may not fully reflect real-
world variations in informed consent
practices across healthcare institutions in
Indonesia. Further empirical studies are
needed to evaluate the implementation of
shared decision-making and therapeutic
misunderstanding in clinical settings.'®

CONCLUSION

Informed  consent  for  high-risk
procedures in Indonesia extends beyond
a legal requirement and serves as an
essential mechanism for respecting
patient autonomy and promoting ethical
clinical practice. Although Indonesian
regulations provide a substantial legal
foundation for informed consent,
implementation remains largely
influenced by documentation-oriented
approaches that may not adequately ensure
patient understanding. The persistence
of therapeutic misunderstanding
demonstrates that formal authorization
alone cannot guarantee valid and informed
decision-making.

Shared decision-making offers a more
patient-centered framework by integrating
clinical evidence with individual patient
values, preferences, and expectations.
Strengthening communication
quality, improving health literacy, and
incorporating shared decision-making
principles into routine clinical practice
may reduce therapeutic misunderstanding
while enhancing both patient autonomy
and medico-legal accountability. Future
efforts should therefore focus not only
on compliance with documentation

requirements but also on ensuring
meaningful patient participation in
healthcare decisions, particularly for

interventions associated with substantial
risk.

Jurnal Dharmaputra Hukum Kesehatan 2026; 2(1): 28-34

33



ORIGINAL ARTICLE

DISCLOSURES

AUTHORS CONTRIBUTION
[Initials] conceptualized the study,
designed  the review  framework,

conducted literature synthesis, and wrote
the original draft. [Initials] contributed
to legal analysis, interpretation of
Indonesian regulatory instruments, and
manuscript revision. All authors have
read and approved the final version of the
manuscript.

FUNDING

None.

CONFLICT OF INTEREST

The authors declare no conflict of interest
related to this study.

ETHICAL CONSIDERATION
Not applicable.

REFERENCES

1. Pemerintah Kabupaten Semarang. Peraturan
Bupati Kabupaten Semarang Nomor 13
Tahun 2016. Peraturan Bupati. 2016;1(1):142.
Available from: https://jdih.semarangkab.go.id

2. Elwyn G, Frosch D, Thomson R, Joseph-
Williams N, Lloyd A, Kinnersley P, et al. Shared
decision making: a model for clinical practice. J
Gen Intern Med. 2012;27(10):1361-7. Available
from: https://doi.org/10.1007/s11606-012-
2077-6

3. Appelbaum PS. Clinical practice. Assessment of
patients’ competence to consent to treatment.

10.

11.

N Engl ] Med. 2007;357(18):1834-40. Available
from: https://doi.org/ 10.1056/NEJMcp074045
Spike JP. Patients’ competence to consent to
treatment. Vol. 358, The New England journal of
medicine. United States; 2008. p. 644. Available
from: https://doi.org/10.1056/NEJMc073276
Appelbaum PS. Assessment of Patients
Competence to Consent to Treatment. N Engl
J Med. 2007;6-9. Available from: https://doi.
org/10.1056/NEJMcp074045

Kanthika IM, Permata D, Asri B. Legal
Analysis of Legal Power and Legal Protection
in Informed Consent Practices in High-Risk
Surgical Procedures in Hospitals. Int J Sci Soc.
2025;7(2):465-79. Available from: https://doi.
org/10.54783/ijsoc.v7i2.144

Khan MW, Muehlschlegel S. Shared Decision
Making in Neurocritical Care. Neurosurg Clin
N Am. 2018;29(2):315-21. Available from:
https://doi.org/10.1016/j.nec.2017.11.009
Kurniawan E. A Juridical Review Of Informed
Consent Based on Law Number 17 of 2023
Concerning Health As A Replacement For Law
Number 36 of 2009. Bengkoelen Justice ] IImu
Huk. 2024;1(1):85-100. Available from: https://
doi.org/10.33369/j

Seely KD, Higgs JA, Nigh A. Utilizing the “teach-
back” method to improve surgical informed
consent and shared decision-making: a review.
Patient Saf Surg. 2022;16(1):12. Available from:
https://doi.org/10.1186/s13037-022-00322-z
Atz TW, Sade RM, Williams PH. Perceptions
of academic health science research center
personnel regarding informed consent
processes and therapeutic misconception.
Account Res. 2014;21(5):300-14. Available
from: https://doi.org/10.1080/08989621.2013.8
61328

Sulastri, Salam AY, Abidin Z. Blaming Culture
Perceptions and Nurses ’ Attitudes in Reporting
Medication Error Incidents in Hospital. ]
Kesehat Komunitas Indones. 2023;3(3):281-
95.  Available from: https://doi.org/doi.
org/10.58545/jkki.v3i3.211

12.

13.

14.

15.

16.

17.

18.

Montolalu IA, Ruhdiat R. Analysis of Patient
Safety, Medical Error, and Event Reporting
Culture Perception at Bekasi Hospital 2024. ]
Acad Sci. 2024;1(6):636-47. Available from:
https://doi.org/10.59613/rky2qp86

Susilo LE, Suryono A, Makbul A. Informed
Consent  dalam  Perspektif ~Perlindungan
Hukum Pasien dalam Transaksi Terapeutik.
Bengkoelen Justice ] Ilmu Huk. 2025;6(1):588-
95. Available from: https://doi.org/10.38035/
jihhp.v6i1.6373

Dihartawan D, Lestari F Widanarko B,
Besral. Analysis of Factors Affecting Hospital
Risk Management in Indonesia: The SEM-
PLS Approach. Kesmas ] Kesehat Masy Nas.
2024;19(2):135-43. Available from: https://doi.
org/10.21109/kesmas.v19i2.1106

Rahma A, Prayuti Y. Legal Implications of Law
Number 17 of 2023 on Health for SOPs and
Risk Management in Hospitals. Res Horiz.
2025;5(6):2977-86. Available from: https://doi.
org/10.54518/rh.5.6.2025.894

Tarantini G, Fraccaro C, Porzionato A, Van
Mieghem N, Treede H, Shammas N, et al.
Informed Consent and Shared Decision-
Making in Modern Medicine: Case-Based
Approach, Current Gaps and Practical Proposal.
Am J Cardiol. 2025;241:77-83. Available from:
https://doi.org/10.1016/j.amjcard.2025.01.015
Gupta P, Singh V, Pareek P. Surfactants and the
importance of informed consent: Nurturing
culturally ~ competent care in healthcare
settings. Indian ] Med Ethics. 2024;1X(3):202-
6. Available from: https://doi.org/10.20529/
IJME.2024.042

Chrimes N, Marshall SD. The illusion of
informed consent. Vol. 73, Anaesthesia.
England; 2018. p. 9-14. Available from: https://
doi.org/10.1111/anae.14002

This work is licensed under a Creative Commons Attribution

34

Jurnal Dharmaputra Hukum Kesehatan 2026; 2(1): 28-34


https://doi.org/10.1007/s11606-012-2077-6 
https://doi.org/10.1007/s11606-012-2077-6 
https://doi.org/ 10.1056/NEJMcp074045
https://doi.org/10.1056/NEJMc073276
https://doi.org/10.1056/NEJMcp074045 
https://doi.org/10.1056/NEJMcp074045 
https://doi.org/10.54783/ijsoc.v7i2.144 
https://doi.org/10.54783/ijsoc.v7i2.144 
https://doi.org/10.1016/j.nec.2017.11.009
https://doi.org/10.33369/j 
https://doi.org/10.33369/j 
https://doi.org/10.1186/s13037-022-00322-z
https://doi.org/10.1080/08989621.2013.861328 
https://doi.org/10.1080/08989621.2013.861328 
https://doi.org/doi.org/10.58545/jkki.v3i3.211 
https://doi.org/doi.org/10.58545/jkki.v3i3.211 
https://doi.org/10.59613/rky2qp86
https://doi.org/10.38035/jihhp.v6i1.6373 
https://doi.org/10.38035/jihhp.v6i1.6373 
https://doi.org/10.21109/kesmas.v19i2.1106 
https://doi.org/10.21109/kesmas.v19i2.1106 
https://doi.org/10.54518/rh.5.6.2025.894 
https://doi.org/10.54518/rh.5.6.2025.894 
https://doi.org/10.1016/j.amjcard.2025.01.015
https://doi.org/10.20529/IJME.2024.042 
https://doi.org/10.20529/IJME.2024.042 
https://doi.org/10.1111/anae.14002 
https://doi.org/10.1111/anae.14002 

