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Abstract

Indonesia is a country rich in biodiversity and has a strong tradition of using medicinal plants. In the context of
fulfilling health rights in Indonesia, herbal medicine is an important alternative that warrants attention. This article
discusses the regulation and legal impact of herbal medicine products in the effort to fulfill health rights in
Indonesia, focusing on regulation, supervision, research and development, and public education. In the effort to
fulfill health rights through the regulation of herbal medicine products, the government needs to strengthen
existing regulations, particularly in terms of testing, certification, and licensing. Enhancing the capacity for
supervising herbal medicine products, both in terms of human resources and equipment, is crucial to ensure the
safety and quality of these products. Continuous promotion of research and development for herbal medicines is
essential to create innovative products that are safe and highly efficacious. Education and socialization to the
public regarding herbal medicines are also key aspects in the effort to fulfill health rights. Proper education can
help the public understand the benefits, side effects, and correct usage of herbal medicines. In terms of law
enforcement, the government needs to strictly and consistently enforce laws against violations in the herbal
medicine industry and enhance collaboration among stakeholders to create a conducive environment for the
growth of a healthy and high-quality herbal medicine industry. By implementing the strategies outlined, it is
expected that the regulation and legal impact of herbal medicine products in Indonesia can be improved. This will
contribute to the effort to fulfill public health rights, increase trust in herbal medicine products, and ensure that the
public can utilize safe and quality herbal medicine products to maintain their health.
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1. INTRODUCTION

Indonesia is renowned for its vast biodiversity, including a variety of plant species that have potential as
raw materials for herbal medicines (Siregar, 2016). Herbal medicine represents a preferred alternative treatment
among the Indonesian population due to its natural, safe, and affordable nature compared to synthetic drugs
(Widyawati et al., 2017). Furthermore, these herbal remedies have been traditionally used across generations,
establishing their effectiveness in treating various ailments (World Health Organization, 2013).

However, the increasing use of herbal medicines in Indonesia raises several issues, particularly concerning
safety, quality, and efficacy of the products (Setiadi et al., 2016). In this context, stringent regulations and
supervision of herbal medicine products are crucial to ensure public health rights are upheld and to protect
consumers from the risks associated with substandard products (Nugraha et al., 2020).

The regulation of herbal medicine products in Indonesia is governed by various laws and regulations, such
as the Health Law No. 36 of 2009, Government Regulation No. 51 of 2009 on Pharmaceutical Practices, and the
regulations of the Food and Drug Monitoring Agency (BPOM) regarding Herbal Medicines (Yulistiani et al.,
2018). Despite these regulations, implementation issues persist, such as regulatory inconsistencies, weak
supervision and enforcement, and a lack of education and socialization for the public (Setiadi et al., 2016).

On the international stage, the World Health Organization (WHO) has issued guidelines on regulating
herbal medicines to aid countries in developing safe, high-quality, and effective regulatory and supervisory
frameworks for herbal medicine products (World Health Organization, 2013). Countries like China and India
have successfully developed high-quality herbal medicine industries capable of competing in the global market
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(Kumar et al., 2015). Thus, it is imperative for Indonesia to learn from these countries in addressing the
regulatory challenges associated with herbal medicines.

Research on the regulation and legal impacts of herbal medicine products in Indonesia remains limited,
particularly in the context of fulfilling the public health rights. Therefore, this study aims to evaluate the
regulatory framework and legal impacts of herbal medicine products in fulfilling health rights in Indonesia. The
findings of this research are expected to provide recommendations for improvements in regulations, supervision,
and law enforcement, as well as enhance education and socialization concerning herbal medicine products in
Indonesia. Consequently, this study hopes to contribute positively towards ensuring the fulfillment of public
health rights and protecting consumers from the risks associated with the use of substandard herbal medicine
products.

This research will address several questions, including: What is the current regulatory framework for herbal
medicine products in Indonesia, and what are the existing issues in its implementation? What are the legal
impacts of herbal medicine products on fulfilling health rights in Indonesia? Lastly, what improvements are
recommended in the regulation, supervision, and enforcement of laws regarding herbal medicine products in
Indonesia?

2. METHODOLOGY

This study utilizes a bibliographic research methodology, a rigorous approach where information is
gathered, reviewed, and analyzed from a myriad of literary sources, both primary and secondary, to respond to
the posed research questions (Bryman, 2016). Primary sources for this investigation include laws, government
regulations, and guidelines issued by the Food and Drug Monitoring Agency (BPOM) pertaining to the
regulation of herbal medicine products in Indonesia. Secondary sources comprise scientific journals, books,
research reports, and official documents from global institutions such as the World Health Organization (WHO)
that discuss the regulation and legal impacts of herbal medicine products.

The data collection process begins with identifying relevant data sources through extensive literature
searches in libraries, academic databases, and official websites of governmental and international organizations,
using specific keywords like "herbal medicine regulation," "legal impacts of herbal medicine," "health rights in
Indonesia," and "international herbal medicine regulations" (Creswell & Poth, 2018). Following the collection,
sources are evaluated and selected based on their relevance, data validity, and the quality of research conducted
by the authors, ensuring a comprehensive view that integrates both local and international perspectives (Hart,
2018). Data analysis involves synthesizing and arranging the information from selected sources, identifying key
themes, and linking findings across different sources to address the research queries. This analysis is conducted
systematically and critically, considering the varying contexts and perspectives of the data sources (Booth et al.,
2016). The final phase involves drafting the research report for publication in a peer-reviewed journal.

3. RESULTS AND DISCUSSION
Regulation of Herbal Medicine Products in Indonesia and the Implementation Issues

Indonesia is endowed with a rich biodiversity that includes a variety of plants with potential for use in
herbal medicines (Siregar, 2016). Herbal medicine has been a longstanding component of Indonesian culture and
its use has escalated as public awareness of health and alternative treatments increases (Widyawati et al., 2017).
To regulate these products and ensure their safety, quality, and efficacy, the Indonesian government has enacted
a series of regulations. Oversight of herbal medicine products is carried out by the Food and Drug Monitoring
Agency (BPOM), which is responsible for ensuring the safety, quality, and effectiveness of herbal medicines
available on the market (Nugraha et al., 2020). These products are regulated under various laws and regulations,
including the Health Law No. 36 of 2009, Government Regulation No. 51 of 2009 concerning Pharmaceutical
Affairs, and several BPOM regulations concerning herbal medicines (Yulistiani et al., 2018). Despite these
regulations, several implementation challenges remain.

A primary issue in the regulation of herbal medicines in Indonesia is the inconsistency within the
regulations themselves. Existing regulations may not be consistent with one another or may even contradict each
other, complicating compliance for the herbal medicine industry (Setiadi et al., 2016). Additionally, frequent
changes in regulations can hinder the development of the herbal medicine industry and create confusion among
stakeholders. The lack of robust monitoring and law enforcement also poses significant challenges in the
regulation of herbal medicines. BPOM often lacks the necessary resources to conduct comprehensive
supervision, especially in remote areas, leading to the circulation of products that do not meet safety, quality, and
efficacy standards, thus posing health risks to the public (Nugraha et al., 2020).
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Furthermore, there is a deficiency in the education and socialization about herbal medicines among the
public. Often, the public is unaware of the importance of choosing herbal products that are registered with
BPOM and meet established safety, quality, and efficacy standards (Setiadi et al., 2016). As a result, they are
vulnerable to misinformation and misuse of herbal products, which can endanger their health. To address these
issues, the government and BPOM need to enhance education and socialization regarding safe and high-quality
herbal products. This could involve community outreach programs about the importance of choosing BPOM-
registered products, how to read herbal product labels, and the potential risks of using substandard herbal
medicines (Nugraha et al., 2020).

Additionally, the involvement of the herbal medicine industry, traditional medicine communities, and health
organizations in these education and socialization efforts is crucial. The herbal industry should provide clear and
understandable information about their products, while traditional medicine communities and health
organizations can help disseminate this information to a broader audience (Yulistiani et al., 2018). Enhanced
cooperation between the government, the herbal medicine industry, traditional medicine communities, and health
organizations is expected to help overcome the challenges in implementing herbal medicine regulations in
Indonesia. These measures will assist the public in understanding the importance of choosing safe and high-
quality herbal products and minimize the risks associated with the use of substandard products (Setiadi et al.,
2016).

To ensure the success of these educational and socialization efforts, the government and BPOM must also
strengthen their monitoring and enforcement of laws against substandard herbal products. This could be achieved
by enhancing BPOM’s resources, both in terms of personnel and facilities, and developing more efficient and
effective monitoring systems (Nugraha et al., 2020). In the long term, improved education, socialization, and
stricter law enforcement will help ensure the fulfillment of public health rights and protect consumers from the
risks of using unsafe herbal products.

Legal Impact of Herbal Medicine Products on the Fulfillment of Health Rights in Indonesia

Herbal medicine products have become an integral part of treatment and fulfilling public health rights in
Indonesia (Widyawati et al., 2017). However, the regulation and legal impacts of herbal medicine products
concerning the fulfillment of health rights often remain a primary concern as products that fail to meet quality
and safety standards can pose risks to public health (Setiadi et al., 2016). Here are some of the legal impacts of
herbal medicine products on health rights fulfillment in Indonesia:

1. Safety and Quality Risks: Herbal products that do not meet safety and quality standards may lead to
adverse health effects. Common issues include contamination with hazardous chemicals such as
pesticides, heavy metals, or unregistered addictive substances (Nugraha et al., 2020). Additionally, herbal
products that lack distribution authorization from the Food and Drug Monitoring Agency (BPOM) or do
not comply with Good Manufacturing Practice (GMP) requirements are also likely to contain unsafe or
low-quality ingredients (Yulistiani et al., 2018).

2. Misuse and Misinformation: Herbal medicines are often marketed with health claims that lack robust
scientific basis or do not match their actual effects (Setiadi et al., 2016). This can lead to misinformation
and misuse of herbal products by the public, potentially endangering their health. Misuse may also occur
when individuals rely solely on herbal treatments for serious illnesses without consulting professional
medical practitioners, impeding optimal health rights fulfillment (Nugraha et al., 2020).

3. Suboptimal Consumer Protection: In the context of fulfilling health rights, consumer protection is a
crucial aspect that often falls short in the realm of herbal products (Yulistiani et al., 2018). This
inadequacy is primarily due to weak monitoring and enforcement concerning herbal products on the
market. Many herbal products that do not meet safety and quality standards, as well as those with
unfounded health claims, remain available in the market and are consumed by the public (Setiadi et al.,
2016).

To address the legal impacts of herbal medicine products on health rights fulfillment in Indonesia, several
critical steps need to be taken:

1. Enhancing Regulation and Supervision: The government needs to strengthen regulations and oversight
of herbal medicine products circulating in the market. This includes enhancing BPOM's role in
supervising and evaluating herbal products, ensuring compliance with GMP requirements, and monitoring
the health claims on product labels and promotions (Nugraha et al., 2020). Improved coordination among
various agencies such as the Ministry of Health, BPOM, and the Ministry of Trade is also essential to
address issues related to herbal products in the market (Yulistiani et al., 2018).

2. Stricter Law Enforcement: The government should enhance law enforcement against businesses that
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violate regulations related to herbal products, such as selling products that do not meet safety and quality
standards or making scientifically unfounded health claims (Setiadi et al., 2016). Strict enforcement is
expected to deter violators and provide better safety and protection for consumers (Nugraha et al., 2020).

3. Education and Socialization for the Public: The government, the herbal medicine industry, and the
community should collaborate to improve education and socialization concerning safe, high-quality, and
effective herbal products. This includes public education about the importance of choosing BPOM-
registered products, understanding health claims that match the product's benefits, and prioritizing
consultation with professional healthcare providers before using herbal products for specific health
conditions (Yulistiani et al., 2018).

4. Research and Development in Herbal Medicines: The government and the herbal medicine industry
should increase investment in the research and development of safe, high-quality, and effective herbal
medicines. This includes further studies on the pharmacological effects and contents of herbal plants,
developing more accurate and efficient testing methods, and advancing environmentally friendly and
sustainable production technologies (Widyawati et al., 2017).

By implementing these measures, consumer protection concerning herbal products in Indonesia can be
optimized, ensuring the fulfillment of public health rights and positioning herbal medicine as a safe, high-
quality, and effective treatment alternative (Setiadi et al., 2016).

Recommendations for Improvements in Regulation, Supervision, and Law Enforcement of Herbal Medicine
Products in Indonesia

Indonesia is renowned for its rich biodiversity, including numerous medicinal plants that have been utilized
traditionally for generations. Herbal medicine, derived from these plants, is known for its efficacy in treating
various diseases. Recently, the demand for herbal medicines in Indonesia has risen due to increased health
awareness. However, despite their popularity, many herbal products do not meet the government's quality and
safety standards, raising concerns about their effectiveness and safety (Ariani, 2019). To address these issues,
improvements in regulation, supervision, and law enforcement of herbal medicine products in Indonesia are
necessary. Here are several recommendations for achieving these objectives:

1. Strengthening Herbal Medicine Regulations: Regulations concerning herbal medicines need to be
strengthened and clarified, particularly regarding testing, certification, and licensing. The government
should review existing regulations and create more comprehensive new regulations to foster healthy
growth and development of the herbal medicine industry (Yuniar, 2017). Additionally, cooperation with
related organizations and institutions such as BPOM and the Health Department is essential to develop
and implement these regulations.

2. Enhancing Supervisory Capacities: The government should increase its supervisory capacity for herbal
medicine products through both human resources and equipment enhancements. Effective and efficient
supervision is crucial to ensure the quality and safety of herbal medicine products in the market (Yuniar,
2017). This can be achieved by providing training and education for supervisory personnel and acquiring
advanced, accurate equipment.

3. Promoting Herbal Medicine Research and Development: Ongoing research and development (R&D)
in herbal medicines should be encouraged by both the government and the industry. The goal is to
enhance the quality and safety of herbal products and to produce innovative, highly efficacious products
(Haryono, 2016). The government could offer incentives and support to researchers and industry players
in R&D, and establish partnerships with research institutions and universities.

4. Educating and Socializing the Public: It is crucial that the public receives accurate and comprehensive
information about herbal medicines, including their benefits, side effects, and proper usage. Education and
socialization are important for improving public understanding of herbal medicines so that people can
make informed choices about safe, high-quality products (Indraswari, 2020). The government, through
agencies like BPOM and the Ministry of Health, should work with mass media, professional
organizations, and communities to disseminate this information.

5. Strict Law Enforcement: Law enforcement on violations in the herbal medicine industry must be
stringent and consistent. This includes actions against the production and distribution of herbal medicine
products that do not meet the established quality and safety standards by the government (Rahmawati,
2018). Law enforcement can be conducted through coordination among various law enforcement agencies
such as the police, prosecutors, courts, and regulatory bodies like BPOM.

6. Collaboration with Relevant Stakeholders: Collaboration among the government, industry, academia,
and the community is crucial for improving regulation, supervision, and law enforcement of herbal
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medicine products in Indonesia (Haryono, 2016). Such collaboration can be facilitated through
discussions, seminars, or workshops that involve stakeholders. Through these collaborative efforts, it is
hoped that there will be strong synergy and support, creating a conducive environment for the growth of a
healthy and high-quality herbal medicine industry.

4. CONCLUSION

Indonesia is endowed with an abundant natural resource base, including medicinal plants that have been
used traditionally for generations. However, there is a pressing need for better regulation and effective law
enforcement to ensure that herbal medicine products available in the market are safe and of high quality.
Enhancing the regulation, supervision, and law enforcement of herbal medicines in Indonesia involves
strengthening regulations, boosting supervisory capacity, promoting research and development, educating and
socializing the public, enforcing laws rigorously, and collaborating with relevant stakeholders. These measures
are expected to foster a conducive environment for the growth of a robust and high-quality herbal medicine
industry, while supporting efforts to fulfill the public health rights of the Indonesian populace.

Through the refinement of regulations and law enforcement concerning herbal medicine products,
consumers are expected to gain greater confidence in the benefits and safety of the herbal medicines they use.
This, in turn, will positively impact the growth of the herbal medicine industry in Indonesia, enhance the quality
of life for its people, and reduce the national disease burden. Therefore, efforts to improve the regulation and law
enforcement of herbal medicine products are crucial steps towards achieving the goal of fulfilling health rights in
Indonesia.

Fulfilling health rights is a crucial responsibility of the Indonesian government. In this context, herbal
medicines serve as an important alternative for meeting public health needs and require special attention. To this
end, several concise recommendations regarding the regulation and legal impacts of herbal medicine products in
Indonesia include:

1. Strengthen Herbal Medicine Regulations: The government needs to enhance regulations concerning
herbal medicines, particularly in terms of testing, certification, and licensing. This will help ensure the
quality and safety of herbal medicine products in the market and protect the public from substandard
products.

2. Enhance Supervisory Capacities: The government should boost its supervisory capabilities for herbal
medicine products, through both human and technical resources. Effective and efficient supervision will
ensure that herbal products on the market meet established quality and safety standards.

3. Encourage Research and Development: Continued encouragement of research and development by both
the government and the industry is necessary. This will contribute to improved quality and safety of
herbal products and lead to innovations that meet public health needs.

4. Educate and Socialize the Public: Education and socialization regarding herbal medicines need to be
intensified to enhance public understanding of their benefits, side effects, and correct usage. Accurate and
reliable information will assist the public in selecting and using safe, high-quality herbal products.

5. Enforce Laws Consistently: Law enforcement against violations in the herbal medicine industry must be
strict and consistent. This will ensure the industry grows healthily and provides protection to consumers
against inferior products.

6. Foster Stakeholder Collaboration: Collaboration between the government, industry, academia, and the
community should be enhanced to create an environment conducive to the growth of a healthy and high-
quality herbal medicine industry. This cooperation will aid in fulfilling the public's health rights through
herbal products.

By implementing these recommendations, the regulation and legal impacts of herbal medicine products in
Indonesia can be enhanced, thereby contributing to the fulfillment of public health rights. Additionally, these
measures will boost public trust in herbal medicine products and ensure that consumers can benefit from these
products safely and effectively.
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