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ABSTRACT

Background and Obijective: Effective communication is crucial in medical; procedures, and informed
consent is a key example of this. However, informed consent may face unique circumstances, such as in life
support situations or government health programs. The Human Papillomavirus (HPV) vaccination, as part of
a government initiative, raises the question of whether informed consent is still required.. The study aims to
explore whether informed consent is still necessary for the HPV 'vaccination and:to analyze the legal
implications if a citizen refuses to receive the vaccine. Patients have the right to refuse medical actions,
making it essential to understand the legal consequences of rejecting the HPV vaccination. Method: This
study adopts a normative juridical approach with an analytic descriptive specification. Secondary data was
gathered from primary, secondary, and tertiary legal sources through literature reviews, document studies,
and archival research. The collected data was then analyzed qualitatively and presented in a descriptive
format. Results: The study found that there are exceptions to the requirement for informed consent for
vaccinations included in government programs. Specifically, informed consent is not necessary for
individuals within the target age group of the government’s HPV vaccination program. In Indonesia, this
program targets girls aged 9 to 14. Additionally, there are currently no legal penalties for individuals who
refuse the HPV vaccination. Conclusion: Informed consent is not required for individuals within the targeted
age group of the government’s HPV vaccination program in Indonesia. Furthermore, there are no legal
penalties for rejecting the vaccination.

Keywords: Legal ethic, Informed consent, Human Papilloma Virus vaccination. Government
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1. INTRODUCTION

In medical practice, effective communication between medical personnel and patients is
essential.. Communication between doctors and patients should be based on mutual trust, both
during the examination and treatment process as well as during the patient's recovery process, to
foster a good interpersonal relationship [1]

This communication includes providing the patient with information about their health
condition, the steps of the examination to be conducted, and the treatment measures that will be
undertaken. Once the information has been communicated, the patient can give their consent or
refusal for any procedure to be performed on them.[2]

This study aims to understand the role of informed consent in special situations, such as in life-
support scenarios and government programs. According to Article 15 of the Indonesian Ministry of
Health Regulation Number 290 of 2008 on Informed Consent, it is stated that "In cases where



medical procedures must be carried out as part of a government program intended for the greater
public interest, informed consent is not required [3]

In Indonesia, cervical cancer ranks as the second most common cancer, with 36,633 cases or
9.2% of the total cancer cases in the country [4] [5] This high incidence has prompted the
Indonesian Ministry of Health (Kemenkes RI) to support the acceleration of cervical cancer
elimination through the National Action Plan (RAN). The RAN for Cervical Cancer Elimination
consists of four pillars: [6] Pillar 1: Service Delivery (This includes vaccination, screening, and
management) ; Pillar 2: Education, Training, and Outreach (Focused on strengthening healthcare
professionals and increasing public awareness) ; Pillar 3: Progress Drivers (Encompassing activities
such as monitoring, evaluation, research, and digital support) ; Pillar 4: Management and
Organization (Involving governance and policy formulation, funding for elimination efforts, and
cross-sectoral collaboration and partnerships) . [7]

Vaccination is considered a medical procedure, and in accordance with Article 45 of Law
Number 29 of 2004 concerning Medical Practice, informed consent must generally be obtained. [8]
However, in specific situations such as vaccinations implemented under:government programs,
informed consent is not required, as stated in the Indonesian Minister.of Health.Regulation Number
290 of 2008. Therefore, it is essential to review the significance of informed consent in special
situations like the human papillomavirus (HPV) vaccination, which is part of a government
program.[9]

In the therapeutic relationship between doctors.and patients, medical procedures, including
vaccinations, may face refusal. If there is a refusal to.receive a vaccination under a government
program, what are the potential legal consequences for the patient ?  Additionally, could the
medical professionals involved with the patient who refuses vaccination also face legal
implications? Considering that informed consent is.required to protect healthcare providers from
liability for negligence or omissions. [10] Thus, this study aims to examine the legal consequences
for both patients and healthcare providers when there is a refusal to receive vaccination as part of a
government program. It emphasizes the need for an ethicolegal review of informed consent in the
context of human papillomavirus (HPV) vaccination. [11]

This study aims to understand the role of informed consent in special situations, such as in life-
support scenarios and government programs, specifically in the context of the Human
Papillomavirus (HPV) vaccination, which is part of a government program. The study also aims to
analyze whether informed consent is required for HPV vaccination within the framework of a
government program and to assess the legal consequences that may arise if a patient refuses the
HPV. vaccination. Additionally, this research seeks to explore the potential legal implications for
both patients who refuse vaccination and medical professionals involved in the vaccination process,
considering:the need for legal protection for healthcare providers against liability for negligence or
omissions. The study emphasizes the importance of an ethicolegal review of informed consent in
the context of the HPV vaccination within a government program in Indonesia

2. METHODS

The approach method used in this study is normative juridical. Normative legal research
essentially examines the law as a concept of norms or rules that apply within society and serve as a
reference for individual behavior [12] The research specification used is descriptive-analytical.



Descriptive research illustrates the frequency of legal phenomena or events, the characteristics of
legal phenomena, or the frequency of relationships between one legal phenomenon or event and
another. Analytical research aims to understand the conceptual meaning contained in terms used in
legislation while also examining their application in practice and legal decisions.. [13]. The type of
research design used is a descriptive design, which is conducted to answer questions about who,
what, when, where, and how, in relation to a specific study. Descriptive research is utilized to
gather information about a phenomenon, variable, or situational condition.[14]. This study involves
two variables: independent and dependent variables. The independent variable in this research is
informed consent for medical procedures in accordance with Indonesian legal regulations. The
dependent variable is the implementation of informed consent in the context of human
papillomavirus (HPV) vaccination.. This study relies solely on secondary data, which is data
obtained from existing sources. Secondary data is collected through literature reviews and can be
categorized into primary legal materials, secondary legal materials, and tertiary legal materials or
other related resources. In normative legal research, there are three ‘methods for collecting
secondary data: literature studies, document analysis, and archival studies. The data gathered will be
presented in a systematically structured narrative. The data analysis technique used in this research
is qualitative analysis, which emphasizes a deeper understanding of the:issues rather than aiming for
generalization of findings. [15]

3. RESULT AND DISCUSSION

Health, being one of the fundamental human needs, has been enshrined as a human right in various
national and international legal frameworks. In Indonesia, the recognition of health as a human right
was solidified through the Second Amendment to the 1945 Constitution in 2000, which affirms that
every citizen has the right to a_prosperous life, encompassing physical and mental well-being,
access to decent housing, a healthy environment, and, critically, health services. This recognition is
further echoed in national daws, particularly in Law No. 39 of 1999 on Human Rights, which
emphasizes the right to a healthy environment, and in Law No. 36 of 2009 on Health, which
outlines the government's responsibility in ensuring that citizens have access to quality and
affordable health services.[16]

Informed Consent and Medical Procedures

A critical element.in medical procedures, especially those that involve interventions, is the concept
of informed consent. Informed consent serves to protect patient autonomy, ensuring that individuals
understand.the nature, risks, and potential outcomes of a medical intervention. According to
Indonesian regulation (Ministry of Health Regulation No. 290/MENKES/PER/I11/2008), any
medical procedure must be carried out only after obtaining the patient's consent, which must be
informed and voluntary. This includes detailed explanations about the diagnosis, treatment methods,
purpose, risks, and any alternatives. Consent is given after a patient is fully informed about the
procedure, aligning with the principle of respecting patient autonomy. [17]

In the context of vaccination, such as the Human Papillomavirus (HPV) vaccination, obtaining
informed consent is integral to ensure individuals' rights to make informed health decisions.
However, the approach to HPV vaccination, especially within government-run programs, presents
an ethical dilemma.

HPV Vaccination and Government Programs



The Indonesian government, under Decree No. HK.01.07/MENKES/1930/2022, introduced the
HPV vaccination program as part of its initiative to eliminate cervical cancer by 2030. This
initiative, launched in 2023, focuses on immunizing school-age girls (9-14 years) and aims to
achieve a 90% vaccination coverage rate. The program, integrated with the School Immunization
Month (BIAS), is part of a broader national immunization effort to reduce HPV-related cancers,
which remain one of the leading preventable causes of death, particularly cervical cancer. However,
this vaccination program raises significant concerns regarding informed consent. Unlike most
medical procedures where patient consent is a legal and ethical necessity, the HPV vaccination is
administered to the target population without requiring formal informed consent. This approach
contrasts with the standard medical practice where patients must be informed and give their
voluntary consent before any procedure is performed. In the case of HPV vaccination, the
government deems it essential to achieve high vaccination coverage, but-the lack:of informed
consent presents ethical challenges, particularly regarding the principle of patient autonomy.

Ethical Concerns and Autonomy

The principle of autonomy is one of the foundational ethical principles in medical ethics, which
asserts that individuals have the right to make decisions about their own health-and body. Informed
consent is the mechanism through which this autonomy is. respected. The HPV vaccination
program’s failure to require informed consent for the target population raises questions about how
autonomy is being respected. While the government’s goal of widespread vaccination is to protect
public health, especially in the fight against cervical cancer, it is essential to balance this public
health objective with individual rights. From an ethical standpoint, it is argued that informed
consent should still be a necessary component of any wvaccination program, even when the
intervention is part of a government initiative. For those outside the target population (i.e., girls who
are not part of the school system or.those from higher-risk communities), the need for informed
consent becomes even more significant, as they may not benefit from the same educational outreach
or immunization efforts. In these cases, informed consent would help ensure that individuals are
making informed choices about their health.

Legal Implications and Government Responsibilities

The government’s HRV vaccination program does not impose sanctions on individuals who refuse
the vaccination, “highlighting a gap in the enforcement of the vaccination policy. This lack of
consequence may reflect the government’s acknowledgment of the importance of personal choice
and autonomy in health decisions. However, without clear sanctions or a strategy to reach high-risk
individuals, the gap between policy and actual implementation becomes evident. Furthermore,
healthcare workers involved in administering the vaccination program are protected under
Indonesian law, specifically Article 51 of the Indonesian Criminal Code (KUHP), which grants
immunity from criminal charges for performing official duties ordered by authorized authorities.
This legal provision ensures that healthcare providers are not held accountable for carrying out the
vaccination program, even if there is resistance from individuals or groups.

Challenges in Reaching At-Risk Populations

The HPV vaccination program is intended for girls aged 9-14 years, but there are several practical
challenges in reaching this target population. While the program targets school-age girls, it fails to
address those who are out of school, as well as other high-risk groups, such as those from lower
socioeconomic backgrounds or communities with higher HPV infection rates. The lack of a



comprehensive plan to include these individuals creates a gap in the vaccination coverage and
undermines the potential success of the program in eliminating cervical cancer by 2030. To
overcome this challenge, the government should consider extending outreach efforts to include out-
of-school girls, marginalized communities, and areas with high HPV prevalence.

The Indonesian government's HPV vaccination program is a crucial step toward eliminating
cervical cancer by 2030. However, several ethical and practical challenges need to be addressed.
One key issue is the lack of informed consent in the vaccination program, which raises concerns
about patient autonomy, particularly for individuals outside the target population or those at higher
risk. Additionally, the absence of sanctions for refusal and the incomplete implementation plan
further highlight the gap between policy and practice. The government must enhance efforts to
educate the public and ensure that the HPV vaccination program is inclusive, accessible, and
respects individuals' rights to make informed health decisions.[18] For the HPV wvaccination
program to be successful, it must go beyond simply providing access to the vaccine. The program
should prioritize education, inclusivity, and accessibility, while respecting individuals’ rights to
make informed health decisions. The government should collaborate with healthcare professionals,
community leaders, and public health organizations to ensure a broad, effective, and ethical
approach to combating HPV and related diseases. Through comprehensive efforts, we can achieve
better public health outcomes and help reduce the incidence of HPV-related cancers globally.[19]

Health is one of the basic human needs. In 2000, through the Second Amendment to the
1945 Constitution, health was affirmed as part of human rights. [20]This is stated in Article 28H,
paragraph (1): "Everyone has the right to live a prosperous life, both physically and mentally, to
have a place to live, and to receive a good and healthy environment, as well as the right to obtain
health services.” The right to health as:a human right has been recognized and regulated in various
international and national instruments. Nationally; the right to health as a human right is
emphasized in several laws, including Law No. 39 of 1999 concerning Human Rights, Article 9,
paragraph (3): "Everyone has the rightto a good and healthy environment.” [21]

In the explanation of Law No. 36:0f 2009 concerning Health, it is stated that health is a
human right and one’of the elements of well-being that must be realized in accordance with the
ideals of the Indonesian‘ nation as outlined in the Pancasila and the Preamble to the 1945
Constitution of the Republic of Indonesia. In Article 4 of Law No. 36 of 2009, it is stated,
"Everyone has the right to health.” Article 5, paragraph (2) of Law No. 36 of 2009 mentions,
"Everyone has the right to obtain safe, quality, and affordable health services." Article 17 of Law
No. 36 of 2009 states, "The government is responsible for ensuring access to information,
education, and health service facilities to improve and maintain the highest possible level of health."
[22]

Achieving a high level of health is closely tied to medical interventions. For every medical
procedure, informed consent is essential, starting from the therapeutic transaction and throughout
the doctor-patient relationship. According to the Ministry of Health Regulation No.
290/MENKES/PER/I11/2008 concerning Informed Consent for Medical Actions, all medical
procedures performed on patients must obtain consent (informed consent), whether written or
verbal. This consent must include explanations covering the diagnosis, the method of the procedure,
the purpose of the action, alternative treatments, risks and complications, prognosis, and estimated
costs. Consent is given after the patient has received an explanation of the action to be taken.[23]



According to the Minister of Health of the Republic of Indonesia Decree No.
HK.01.07/MENKES/1930/2022 regarding the Human Papillomavirus (HPV) Vaccine Introduction
Program for 2022-2023, achieving the global target of cervical cancer elimination by 2030 requires
accelerated efforts to provide HPV immunization for girls, with a minimum coverage target of 90%.
The government has established the HPV vaccination introduction program for 2022-2023, which is
implemented in all districts/cities across Indonesia since 2023. This program is conducted as part of
the national immunization program and integrated with the School Immunization Month (BIAS)
activities, targeting school-age girls in primary and equivalent madrasah levels. The HPV
vaccination, which is a government program, is carried out without requiring informed consent
from the target population. However, vaccination against HPV for high-risk groups is still
recommended and not included in current Minister of Health regulations or the official vaccination
program. [24] So far, there have been no administrative sanctions imposed by the government on
individuals who refuse the HPV vaccination. The current Minister of Health's decree stipulates that
all girls aged 9-14 years are entitled to receive the HPV vaccine for free through the government's
program. However, there has not been a developed implementation plan to reach girls in this age
group who are out of school or those in high-risk communities for HPV infection. This has resulted
in a gap between policy and the actual implementation of the HPV vaceination program itself.. [24]
For healthcare workers administering vaccinations as part.of the government program according to
the target outlined in the Minister of Health's Decree No. HK.01.07/MENKES/1930/2022, they
cannot be subject to criminal sanctions for performing their official duties. This is in accordance
with Article 51 of the Indonesian [25]Criminal Code (KUHP), which states: “(1) Anyone who
commits an act to carry out an official order.given by-anauthorized authority shall not be criminally
charged.”

HPV vaccination is recommended to prevent new HPV infections and diseases associated
with HPV, including several types of cancer. HPV vaccination, along with surveillance and
screening strategies, is a key public health measure to prevent cancers caused by HPV. The goal of
the HPV immunization pregram is to reduce the morbidity and mortality of HPV-related diseases
that are still preventable. The objective is to lower the cervical cancer incidence to 4 per 100,000
people per year by 2030, with the primary target group being girls aged 9-14 years. Based on the
Minister of Health of the Republic of Indonesia Decree No. HK.01.07/MENKES/1930/2022
regarding the.intreduction of the Human Papillomavirus (HPV) Vaccine Immunization program for
2022-2023, it states that to achieve the global target of cervical cancer elimination by 2030, efforts
must be made.to accelerate the administration of the HPV vaccine to girls, with a minimum
coverage of 90%. The government has established the HPV Vaccine Immunization Introduction
Program for 2022-2023, which will be implemented across all districts/cities in Indonesia starting
from 2023. This program will be conducted as part of the school-based immunization program
(Bulan Imunisasi Anak Sekolah, BIAS) and targets girls of elementary school/Madrasah Ibtidaiyah
age and their equivalents.. Ethically, informed consent is required to fulfill the principle of
autonomy. However, in the case of the HPV vaccination, which is part of a government program,
the vaccination is administered to the target group without requiring informed consent. On the other
hand, for groups at higher risk of HPV infection, the HPV vaccination is still recommended but is
not yet included in the Ministry of Health's regulations or the vaccination program. Therefore, from
an ethical perspective, informed consent is necessary to uphold the principle of autonomy for those
at risk (outside of the target group for the government’s HPV vaccination program)..



Currently, there are no administrative sanctions imposed by the government on individuals
who refuse the HPV vaccination. For healthcare workers who administer the vaccination as part of
the government's program according to the target set forth in the Minister of Health of the Republic
of Indonesia Decree number HK.01.07/MENKES/1930/2022, they cannot be subject to criminal
sanctions when carrying out the mandated duties of their position [26]

Based on Minister of Health Regulation (PMK) Number 290/MENKES/PER/I11/2008 regarding
Medical Action Consent, all medical procedures performed on patients must obtain consent
(informed consent), either written or oral.[27] According to the Decree of the Minister of Health of
the Republic of Indonesia Number HK.01.07/MENKES/1930/2022 concerning the introduction of
the Human Papillomavirus (HPV) Vaccine program for 2022-2023,[24] it is stated that, in order to
achieve the global target of eliminating cervical cancer by 2030, efforts to accelerate the
administration of the HPV vaccine to girls with a minimum coverage of 90 percent.are required.
Therefore, the government has established the introduction of the HPV vaccination program for
2022-2023, which will be implemented in all regencies and cities.across Indonesia starting in 2023.
With the issuance of the Decree, the vaccination program is uintegrated. with the School
Immunization Month (BIAS) activities, targeting girls of elementary/madrasah ibtidaiyah school
age and equivalent. Ethically, informed consent is required to uphold the principle of autonomy.
However, in the case of the HPV vaccination, which is. part.of the government program, the
vaccination is administered to the target group without obtaining informed consent. Meanwhile, for
individuals at risk of HPV infection, the HPV vaccination is still recommended but is not yet
included in the Minister of Health’s regulations or the official vaccination program. Therefore,
ethically, informed consent is necessary for at-risk groups (those outside the government program's
target group for HPV vaccination) to-uphold the principle of autonomy.

The government seeks to protect the well-being of the community in the health sector by
recommending and establishing the HPV vaccination program. This represents a form of preventive
legal protection. However, there is a gap between policy and the implementation of the HPV
vaccination program itself, as there are currently no administrative sanctions for individuals who
refuse the HPV vaccination. [28] Furthermore, there is no developed implementation plan to reach
at-risk groups outside the target population outlined in the Ministerial Decree, such as girls who
have dropped out of school or high-risk communities for HPV infection. Therefore, the provision of
information about the HPV vaccination needs to be further enhanced, so that the public can have an
accurate understanding of the matter. [29]

CONCLUSION

The Human Papillomavirus (HPV) vaccination is a crucial effort in preventing HPV infections and
related diseases, including several types of cancer. The Indonesian government's HPV vaccination
program aims to reduce cervical cancer incidence by 2030 with a minimum coverage target of 90%
among girls aged 9-14 years. However, this vaccination program does not require informed consent
from the target population. Ethically, informed consent is still necessary to uphold the principle of
autonomy, especially for high-risk groups not included in the government’s target population for
vaccination.



Currently, there are no administrative sanctions imposed on individuals who refuse the HPV
vaccination, and there is no clear implementation plan to reach high-risk groups outside the target
population, such as out-of-school girls or communities with a high risk of HPV infection.
Therefore, efforts to improve communication and education about the HPV vaccination are
essential to ensure that the public has an accurate understanding of the program. The government
should ensure that all policies, including the HPV vaccination, respect ethical principles, human
rights, and provide equitable access for all segments of society, both those included in the
government's target and those outside its scope.
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