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Abstract 

Integrated Medicine Management (IMM) is an all-encompassing healthcare approach that merges conventional Western medicine 

with complementary and alternative therapies. The primary objective of IMM is to address the underlying causes of illnesses and promote 

overall health and wellness of patients. As the utilization of complementary and alternative therapies becomes increasingly prevalent, the 

need for regulatory frameworks to ensure the safe and effective integration of these therapies into conventional healthcare systems is 

growing rapidly. Regulatory framework of IMM varies between countries, considering the facts that each country has its own unique 

approach to manage the integration of complementary and alternative therapies. In this article, we aim to explore the regulatory 

frameworks for IMM in four major markets, i.e. the United States (US), European Union (EU), Japan, and China. In the US, IMM 

regulation is centralized among different Federal agencies, however states have varying degrees of oversight. The US Food and Drug 

Administration (FDA) is responsible for regulating dietary supplements and herbal products, while state medical boards oversee the 

practice of alternative medicine. Additionally, the National Center for Complementary and Integrative Health (NCCIH) provides research 

and education on complementary and alternative therapies. Conversely, the regulation of IMM is more centralized in EU, where the 

European Medicines Agency (EMA) oversees the approval of herbal and homeopathic medicines, and the European Commission provides 

guidelines for the use of complementary and alternative therapies in healthcare. In Japan, the regulation of IMM is tightly controlled by 

the Ministry of Health, Labour and Welfare (MHLW), which approves traditional herbal medicines and acupuncture needles, and mandates 

practitioners to be licensed. China recognizes traditional medicine alongside with Western medicine. The State Administration of 

Traditional Chinese Medicine (SATCM) oversees the regulation of traditional medicine and promotes its integration with Western 

medicine. 

Keywords: European Medicines Agency (EMA), National Center for Complementary and Integrative Health (NCCIH), Ministry of 

Health, Labour and Welfare (MHLW), complementary and alternative medicine (CAM therapies), Integrated Medicine Management 

(IMM) 
 

Article Info: Received 30 May 2024; Review Completed 08 Jun 2024; Accepted 13 Jun 2024 

Cite this article as: 
Gandhi S, Sigh O, Tiwari A, Apshingekar P, Jain S, Jain V, Pal P, Vyas A. Regulatory Frameworks for Integrated 
Medicine Management in USA, Europe, Japan, and China. Int J Drug Reg Affairs [Internet]. 2024 Jun15 [cited 2024Jun 
15]; 12(2):37-45. Available from: 
http://ijdra.com/index.php/journal/article/view/672 

DOI: https://doi.org/10.22270/ijdra.v12i2.672 

*Corresponding author 
 

 

1. Introduction 

The use of complementary and alternative therapies 

alongside conventional medicine has increased in recent 

years, with patients seeking a more holistic approach to 

their healthcare. Integrated Medicine Management (IMM) 

is the practice of combining conventional medicine with 

complementary and alternative therapies, with the aim of 

improving patient outcomes and promoting patient-

centered care. However, the regulation of IMM varies 

widely across different countries, with each country 

having its unique approach to oversight and integration. 

(1,2) 
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The United States (US) and European Union (EU) 

have different approaches to the regulation of 

complementary and alternative therapies. In the United 

States, regulation is decentralized, with different Federal 

agencies and individual States having the authority to 

regulate complementary and alternative therapies. (3,4) In 

contrast, EU has a centralized approach to regulation, 

providing oversight and setting standards for the use of 

complementary and alternative therapies. Meanwhile, in 

Japan and China, traditional and complementary medicine 

is more tightly controlled, with regulations aimed at 

ensuring the safety and effectiveness of these therapies. 

(5) 

As the use of complementary and alternative therapies 

continues to grow, it is essential to establish and enforce 

regulatory frameworks that safeguard patients while 

promoting the safe and effective integration of these 

therapies with conventional medicine. (6) This requires a 

collaborative effort between healthcare providers, 

regulatory agencies, and policymakers to establish clear 

guidelines for the safe use of these therapies, ensuring that 

products and practitioners meet appropriate standards. 

Additionally, continued research into the efficacy and 

safety of complementary and alternative therapies can 

contribute to the development of evidence-based 

guidelines for their use.  

Current article aims to explore the regulatory 

frameworks for IMM in the US, EU, Japan, and China. In 

addition, the review will follow to express advantages and 

disadvantages of different approaches to regulation, as 

well as the challenges faced in integrating complementary 

and alternative therapies with conventional medicine. 

Finally, we will discuss new and emerging regulations 

aimed at promoting patient safety and evidence-based 

practice in the use of complementary and alternative 

therapies 

2. History of Integrated Medicine Management  

In the 1960s and 1970s, interest in alternative and 

complementary medicine grew as people became 

disillusioned with the side effects and limitations of 

conventional medicine. This led to the emergence of 

holistic medicine, which sought to treat the whole person 

rather than just the symptoms of a particular disease. 

Holistic medicine also placed a greater emphasis on 

prevention and wellness. In the 1980s and 1990s, the term 

"integrative medicine" was coined to describe the 

incorporation of complementary and alternative therapies 

into conventional medical practice. This approach 

emphasized the use of evidence-based therapies that had 

been proven to be safe and effective. The goal of 

integrative medicine was to provide patients with a more 

comprehensive and personalized approach to healthcare. 

Following is some key historical development in the 

regulatory framework for the integrated medicine 

management. (7) 

• US 1994: Dietary Supplement Health and 

Education Act (DSHEA) established regulatory 

framework for dietary supplements (8) 

• US 2000: National Center for Complementary and 

Alternative Medicine (NCCAM) established to 

promote research on complementary and 

alternative medicine (9) 

• US 2016: FDA released revised draft guidance on 

regulation of homeopathic products (10) 

• EU 2004: Directive on Traditional Herbal 

Medicinal Products established standards for 

registration and marketing of traditional herbal 

medicinal products (11) 

• EU 2011: Traditional Herbal Medicinal Products 

Directive established standards for registration 

and marketing of traditional herbal medicinal 

products (12) 

• EU 2019: European Commission published report 

calling for better regulation and greater 

transparency in the sector (13) 

• Japan 1919: Acupuncture and Moxibustion Law 

established licensing system for acupuncture and 

moxibustion practitioners (14) 

• Japan 2005: Japanese Society for Complementary 

and Alternative Medicine established to promote 

research and establish standards for practice 

• Japan 2014:  Traditional Japanese Medicine Law 

established guidelines for practice of traditional 

Japanese medicine, including acupuncture and 

moxibustion (15) 

• China 1950s: Chinese government began 

regulating traditional Chinese medicine through 

establishment of professional organizations and 

standardization of education and training (16) 

• China 2001: State Administration of Traditional 

Chinese Medicine established to oversee 

regulation of traditional Chinese medicine (17) 

• China 2009: "National Essential Medicine 

System" - a government initiative launched which 

includes TCM and integrated medicine in its list 

of essential medicines and promotes their use in 

primary healthcare. (17) 

3. Regulatory Implementation in Integration medicine 

management system:  

Effective regulation can help to ensure that 

complementary and alternative medicine (CAM therapies) 

are safe and effective for patients. This can help to prevent 

harm and ensure that patients receive high-quality care. 

Regulation can help to standardize the training and 

practice of CAM therapies, which can improve the 

consistency and quality of care provided by practitioners. 

Regulation can help to facilitate the integration of CAM 

therapies with conventional medical care, which can 

provide patients with a wider range of treatment options 

and improve health outcomes. Regulation can help to 

improve communication between practitioners of 

different medical systems, which can improve the 

coordination of care and reduce the risk of adverse events. 

Effective regulation can help to ensure that patients have 

access to safe and effective CAM therapies that meet their 

needs, regardless of their geographic location or socio-
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economic status. Recognition and acceptance: Regulation 

can help to increase the recognition and acceptance of 

CAM therapies by healthcare providers, insurers, and the 

public. This can help to reduce the stigma associated with 

CAM therapies and increase their use in clinical practice. 

Integration of CAM therapies with conventional 

medicine can improve the patient’s outcomes with a wider 

range of treatment options and addressing for an unique 

personality and not just the physical state of a person. 

Patients who can access CAM therapies in conjunction 

with conventional medical care may be more satisfied 

with their overall care experience and feel more 

empowered to manage their health. Integrating CAM 

therapies with conventional medicine can encourage 

collaboration between practitioners of different medical 

systems, leading to improved communication, 

coordination, and quality of care. (18) The integration of 

CAM therapies with conventional medicine can 

encourage evidence-based practice by promoting research 

into the safety and efficacy of CAM therapies and 

providing guidelines for their use in conjunction with 

conventional medical care. Integration of CAM therapies 

with conventional medicine can enhance safety and 

regulation by promoting the use of evidence-based 

therapies, ensuring consistent quality of care, and 

facilitating communication between practitioners. 

Integrating CAM therapies with conventional medicine 

can lead to cost-effective care by providing patients with 

a wider range of treatment options, reducing the need for 

expensive interventions, and improving patient outcomes. 

4. Comparative Regulatory Frameworks for 

Integrated Medicine Management (IMM) in USA, 

China, Japan, and Europe: 

Two Western regions (USA and Europe) and two 

Eastern regions (Japan and China) have been selected for 

comparison of regulatory frameworks for Integrated 

Medicine Management (IMM). Unlike Japan and China, 

which have a long history of using complementary and 

alternative medicine, 18 therapies such as traditional herbal 

medicine, acupuncture, and homeopathy are not as 

prevalent in the United States and Europe. Although some 

European countries like Germany and France have 

framework for Complementary medicine. German 

Medicines Act and the Medicines Advertising Act 

regulates the manufacture, labeling, and advertising of 

homeopathic and herbal medicines, as well as the 

qualifications and training of practitioners. (19) 

France also has a regulatory framework for 

complementary and alternative medicine that includes the 

French Public Health Code and the National Council of 

the Order of Physicians. The framework requires that 

practitioners of complementary medicine have a medical 

degree and specific training in their chosen modality. (20) 

Table 1 provide com Comparative Regulatory 

Frameworks for Integrated Medicine Management (IMM) 

in USA, China, Japan, and Europe.  

Homeopathy and acupuncture are also covered by 

health insurance in France and Germany (21) But eastern 

countries have much adoptability for Integrated Medicine 

Management in Japan, China and India. Table 2 provide a 

comparison between four regions. 

4.1 Japan:  

Japan has a unique regulatory framework for 

integrated medicine systems, which includes both 

traditional Japanese medicine and Western medicine. The 

framework is governed by the Ministry of Health, Labour, 

and Welfare (MHLW) and the Pharmaceuticals and 

Medical Devices Agency (PMDA). In Japan, traditional 

Japanese medicines and Kampo medicines are subject to a 

separate approval process from Western medicines. (22) 

The approval process for traditional Japanese 

medicines is based on the results of clinical studies (23), 

(24) as well as their traditional use and historical safety 

record. In recent years, there has been a growing interest 

in integrative medicine in Japan. As a result, several 

integrative medicine centers have been established in 

Japan, which offer a range of Western and traditional 

Japanese medical services. (25) 

4.2 The European Medicines Agency (EMA)  

EMA has published guidelines related to the use of 

herbal and traditional medicines, which can be considered 

part of an integrated medicine system. The guidelines 

emphasize the need for high-quality herbal and traditional 

medicines that are safe for use. This includes requirements 

for appropriate identification, purity, and strength of the 

medicinal products. The guidelines also emphasize the 

importance of evidence-based evaluation of herbal and 

traditional medicines. This includes requirements for 

clinical studies to evaluate safety and efficacy, as well as 

the need for appropriate documentation and reporting of 

adverse events. provide guidance on the regulatory 

framework for herbal and traditional medicines. This 

includes requirements for appropriate labeling and 

packaging, as well as guidelines for post-marketing 

surveillance. 

4.3 USA:  

The US Food and Drug Administration (FDA) does not 

have specific guidelines for integrated medicine, but it 

does regulate certain aspects of integrated medicine that 

fall under its purview. One of the key areas of FDA 

regulation for integrated medicine is the use of dietary 

supplements. Under the Dietary Supplement Health and 

Education Act (DSHEA), the FDA regulates the 

manufacturing, labeling, and marketing of dietary 

supplements in the United States. This includes 

requirements for proper labeling and claims on product 

labels, as well as requirements for good manufacturing 

practices to ensure the safety and quality of dietary 

supplements. 

• National Center for Complementary and 

Integrative Health (NCCIH is a division of the 

National Institutes of Health (NIH) that is 

dedicated to research on complementary and 

alternative medicine (CAM) and integrative 

medicine. (26) 

• National Center for Complementary and 

Integrative Health (NCCIH is a professional 

organization for internal medicine physicians that 

publishes clinical practice guidelines on a range of 

topics, including integrated medicine. (27) 
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• Institute for Functional Medicine (IFM): IFM is a 

non-profit organization that promotes the practice 

of functional medicine, an approach to healthcare 

that focuses on identifying and addressing the 

underlying causes of disease. (28) 

4.4 China:  

The TCM Law (Traditional Chinese Medicine Law), 

which was enacted in 2017, provides the legal framework 

for the regulation of TCM in China, including IMM. The 

law requires that TCM practitioners obtain a license 

before they can practice, and that TCM hospitals and 

clinics meet certain standards before they can operate. 

Guideline for Clinical Research of Integrated Traditional 

Chinese and Western Medicine (ITCWM) which was 

issued by the Chinese government in 2003, provides the 

framework for the design, implementation, and evaluation 

of clinical research on ITCWM. (29) The guideline 

requires that clinical trials on ITCWM meet certain ethical 

and methodological standards. Traditional Chinese 

Medicine Diagnosis and Treatment Standards: The 

Diagnosis and Treatment Standards provide guidelines for 

the diagnosis and treatment of various diseases using 

TCM. The standards were issued by the Chinese 

government in 1994 and have been revised several times 

since then to incorporate new developments in TCM and 

Western medicine. (30,31) 

Table 1. Comparative Regulatory Frameworks for Integrated Medicine Management (IMM) in US, Japan, European Union 

and China 

Aspect United States (32, 33) Japan (34-37) European Union (38-40)  China (41,42) 

Regulating 

Body 

Primarily regulated by 

individual states 

Regulated by 

Ministry of Health, 

Labour, and Welfare 

(MHLW) 

Regulated by European 

Medicines Agency 

(EMA) 

Regulated by State 

Administration of 

Traditional Chinese 

Medicine (SATCM) 

Scope of 

Regulation 

CAM practices regulated 

by individual states, 

FDA regulates dietary 

supplements and 

homeopathic remedies, 

and approves/markets 

drugs 

Kampo medicine 

(including traditional 

medicine and CAM) 

regulated by MHLW, 

which 

approves/markets 

drugs 

EMA regulates herbal 

medicinal products and 

homeopathic remedies, 

and has established a 

regulatory framework for 

traditional herbal 

medicinal products 

SATCM regulates 

traditional Chinese 

medicine (TCM) 

products, including 

herbal medicines, 

acupuncture devices, 

and other TCM 

therapies 

Integration 

into 

Healthcare 

System 

CAM often seen as 

separate from traditional 

medicine and regulated 

differently 

Traditional medicine 

and CAM integrated 

into broader 

healthcare system 

under Kampo 

medicine 

TCM not as deeply 

integrated into broader 

healthcare system in EU 

TCM widely used in 

China and integrated 

into broader 

healthcare system, 

with TCM hospitals 

and clinics co-existing 

with Western-style 

hospitals 

Licensing of 

Healthcare 

Providers 

Licensing requirements 

for CAM practitioners 

vary by state 

MHLW regulates 

licensing and training 

of healthcare 

professionals who 

practice Kampo 

medicine 

N/A SATCM regulates 

licensing and training 

of healthcare 

professionals who 

practice TCM 

Safety and 

Efficacy 

Criteria 

FDA and individual 

states require scientific 

evidence of safety and 

efficacy for drugs, 

dietary supplements, and 

homeopathic remedies; 

CAM practices may not 

be subject to same level 

of scientific scrutiny 

MHLW requires 

scientific evidence of 

safety and efficacy 

for Kampo 

medicines; traditional 

medicine and CAM 

may not be subject to 

same level of 

scientific scrutiny 

EMA's regulatory 

framework for herbal 

medicinal products and 

homeopathic remedies 

based on scientific 

evidence, and requires 

products to meet specific 

safety and efficacy 

criteria 

China's regulatory 

framework for TCM 

products based on 

both scientific 

evidence and 

traditional knowledge, 

and may not require 

the same level of 

clinical testing as 

Western-style 

medicines 

Availability 

of Products 

Wide range of IMM 

products available, 

including dietary 

supplements, herbal 

remedies, homeopathic 

remedies, and alternative 

therapies 

Wide range of IMM 

products available, 

including Kampo 

medicines, traditional 

medicines, and CAM 

therapies 

Limited availability of 

herbal medicines and 

homeopathic remedies in 

some EU countries; 

traditional medicine and 

CAM therapies may be 

available in certain EU 

countries 

Wide range of TCM 

products available, 

including herbal 

medicines, 

acupuncture devices, 

and other TCM 

therapies 



Sanyam et.al                                                     International Journal of Drug Regulatory Affairs. 2024; 12(2): 37-45 

 

e-ISSN: 2321-6794                                                                          [41] 

Public 

Perception 

Mixed public perception 

of CAM, with some 

viewing it as alternative 

or complementary to 

traditional medicine, 

while others view it as 

unproven or even 

dangerous 

Positive public 

perception of Kampo 

medicine, which is 

viewed as a 

legitimate part of 

healthcare system 

Mixed public perception 

of traditional herbal 

medicines and 

homeopathy, with some 

viewing them as 

alternative or 

complementary to 

traditional medicine, 

while others view them 

as unproven or even 

dangerous 

Positive public 

perception of TCM, 

which is viewed as an 

important part of 

healthcare system and 

cultural heritage 

 

5. Regulatory Challenges of Integrated Conventional and 

Alternative Medicine Development: 

CAM therapies are often not subject to the same 

regulatory oversight as conventional medical treatments. 

This can create challenges in ensuring that these therapies 

are safe and effective, and in communicating potential 

risks to patients. (42) There is often a lack of 

standardization in the training and practice of CAM 

therapies, which can make it difficult to assess the 

qualifications of practitioners and to ensure consistent 

quality of care. 

Many CAM therapies lack the rigorous scientific evidence 

that is required to support their efficacy and safety. This 

can make it difficult for healthcare providers to integrate 

these therapies into conventional medical care in a manner 

that is evidence-based. Integrating CAM therapies with 

conventional medical care requires effective 

communication and coordination between practitioners of 

different medical systems. This can be challenging, 

particularly when practitioners have different training and 

perspectives on healthcare. (43) 

6. Common integrated medicine system in all four 

countries:  

Table 2. Key hospitals from all four regions with respective integrated medicine system 

Region Hospital Name Integrated Medicine System 

USA Cleveland Clinic Functional Medicine 

Integrative Medicine 

Lifestyle Medicine 

USA University of Arizona Center for 

Integrative Medicine 

Integrative Medicine 

USA Mayo Clinic Integrative Medicine 

Aromatherapy 

Lifestyle medicine consultation 

Acupuncture 

EMA Charité – Universitätsmedizin Berlin Anthroposophic Medicine 

acupuncture, 

homeopathy 

Naturopathy 

EMA AsklepiosKlinikum Bad Abbach Integrative Medicine 

EMA Paracelsus Hospital Anthroposophic Medicine 

Japan Kampo Medicine Integrated Research 

Institute 

Kampo Medicine 

Japan Tohoku University Hospital Integrative Medicine 

Japan Keio University Hospital Kampo Medicine and Integrative Medicine 

China Shanghai TCM Integrated Hospital Traditional Chinese Medicine 

China Guang'anmen Hospital Traditional Chinese Medicine 

China Beijing Hospital of Traditional Chinese 

Medicine 

Traditional Chinese Medicine 

 

7. Current Developments in China, Japan, USA and Europe: 

7.1 Europe:  

In May 2021, the new Medical Device Regulation 

(MDR) was implemented in the European Union (EU), 

introducing more stringent requirements for the safety and 

efficacy of medical devices, including complementary and 

alternative medicine (CAM) products like acupuncture 

needles and herbal products. The MDR replaces the 

previous Medical Devices Directive (MDD) and mandates 

that CAM products undergo a clinical evaluation to 

demonstrate their safety, effectiveness, and compliance 

with specific quality standards (European Commission). 

(44) 

In addition, the EU has launched a pilot project in 2021 

to evaluate the use of traditional herbal medicines and 

other natural products in the treatment of COVID-19. The 

project aims to provide guidance on the safe and effective 

use of these products in the treatment of COVID-19, and 

to identify opportunities for further research. 

The EU has had a regulatory framework in place for herbal 

medicinal products since 2004, under the Traditional 

Herbal Medicinal Products Directive (THMPD), which 
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provides a simplified registration procedure for traditional 

herbal medicines with a history of safe use in the EU. 

Some European countries, such as Germany, have 

established regulatory frameworks for alternative and 

complementary medicine practices, such as homeopathy 

and acupuncture. (45,46) 

7.2 China: 

• Administrative Measures on the Clinical 

Application of Traditional Chinese Medicine 

(TCM)" - regulations issued by the State 

Administration of Traditional Chinese Medicine 

(SATCM) in 2013, which set standards for the 

clinical application of TCM and integrated 

medicine. 

• "Chinese Medicine Law" - a law enacted in 2016 

by the Standing Committee of the National 

People's Congress, which provides a legal 

framework for the development, production, and 

use of TCM and integrated medicine.  

• China 2017 Traditional Chinese Medicine 

Law established regulatory framework for 

practice of traditional Chinese medicine.  

• In 2019, the State Council issued the "Opinions on 

the Development of Traditional Chinese Medicine 

in the New Era", which aims to promote the 

development of TCM through initiatives such as 

standardizing TCM training, promoting TCM 

research, and establishing TCM centers. 

Here are the provided statements with the corresponding 

citations in Vancouver style: 

7.3 United States: 

• Food and Drug Administration (FDA) released 

draft guidance in 2018 on clinical research for drug 

development in natural products. The guidance 

aims to clarify the FDA's expectations for clinical 

trials of natural products, including herbal 

medicines and dietary supplements. (47) 

• In 2019, the National Institutes of Health (NIH) 

announced the launch of the HEAL (Helping to End 

Addiction Long-term) Initiative, which includes 

funding for research on non-pharmacological 

interventions for pain management, including 

acupuncture, meditation, and yoga. (48) 

• FDA released a final rule on the labeling of dietary 

supplements in 2020, which includes new 

requirements for the declaration of quantitative 

amounts of certain dietary ingredients. The rule 

also updates the list of dietary ingredients that are 

dietary supplements. (49) 

7.4 China: 

• "Administrative Measures on the Clinical 

Application of Traditional Chinese Medicine 

(TCM)" - regulations issued by the State 

Administration of Traditional Chinese Medicine 

(SATCM) in 2013, which set standards for the 

clinical application of TCM and integrated 

medicine. (50) 

• "Chinese Medicine Law" - a law enacted in 2016 

by the Standing Committee of the National People's 

Congress, which provides a legal framework for the 

development, production, and use of TCM and 

integrated medicine. (51) 

• China 2017 Traditional Chinese Medicine Law 

established a regulatory framework for the practice 

of traditional Chinese medicine. (52) 

• In 2019, the State Council issued the "Opinions on 

the Development of Traditional Chinese Medicine 

in the New Era," which aims to promote the 

development of TCM through initiatives such as 

standardizing TCM training, promoting TCM 

research, and establishing TCM centers. (53) 

7.5 Japan: 

• MHLW revised the Japanese Pharmacopoeia to 

include standards for Kampo medicines in 2018. 

The revisions include new methods for testing the 

quality and purity of Kampo medicines, as well as 

standards for their manufacturing and labelling. 

(54) 

• MHLW revised the Act on Securing Quality, 

Efficacy and Safety of Products Including 

Pharmaceuticals and Medical Devices (the 

Pharmaceuticals and Medical Devices Act) in 2019 

to include provisions for the regulation of 

regenerative medicine products. The revisions aim 

to ensure the safety and efficacy of regenerative 

medicine products, which include stem cell 

therapies and other advanced therapies. (55) 

• MHLW released a report on the use of traditional 

Japanese medicine (TJM) in 2020 for the treatment 

of COVID-19. The report includes 

recommendations for the use of TJM therapies, 

such as Kampo medicine and acupuncture, in the 

treatment of COVID-19 patients (56) 

8. Harmonization of the regulatory framework across 

regions: 

International Organization for Standardization (ISO) 

technical committee (TC) and Traditional Chinese 

Medicine (TCM) have developed standards related to the 

safety, efficacy, and quality of TCM products, including 

acupuncture needles and herbal medicines. These 

standards can help ensure the quality and safety of TCM 

products for patients and practitioners. (57) 

International organizations such as the World Health 

Organization (WHO) can play an important role in 

promoting more consistent standards for the regulation of 

complementary therapies. The WHO has recognized the 

importance of traditional and complementary medicine 

and has been working to promote the integration of these 

therapies into national health systems. WHO's efforts 

include the development of the WHO Traditional 

Medicine Strategy 2014-2023, which aims to promote the 

safe and effective use of traditional and complementary 
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medicine through the development of national policies and 

regulations. (58) 

The International Confederation of Midwives (ICM) 

has developed guidelines for the integration of 

complementary therapies into midwifery practice. These 

guidelines aim to support midwives in providing safe and 

effective care to women and babies while also promoting 

the appropriate use of complementary therapies. The 

guidelines emphasize the importance of training and 

education for midwives, as well as the need for clear 

communication and collaboration between midwives and 

other healthcare providers. 

Table 3. Outlining the harmonization of the regulatory framework for integrated medicine systems in the European Union 

(EU), China, Japan, and the United States (USA) 

Region Key Objectives Key Actions/Progress 

European 

Union (EU) 

- Ensure safety and quality of herbal 

medicines 

- Facilitate market access for herbal 

products 

- Promote consumer protection 

- EU Directive 2004/24/EC established guidelines for 

traditional herbal medicinal products (THMPs). 

- Creation of the Committee on Herbal Medicinal Products 

(HMPC) for scientific assessment of THMPs. 

- Mutual recognition of herbal product registrations among EU 

member states. 

China - Regulate traditional Chinese 

medicine effectively 

- Ensure safety and efficacy of 

traditional medicines 

- Promote traditional Chinese 

medicine in healthcare systems 

- Establishment of the State Administration of 

Traditional Chinese Medicine (SATCM) to oversee and 

regulate traditional Chinese medicine. 

- Development of Good Manufacturing Practices (GMP) for 

traditional medicine production. 

- Efforts to harmonize TCM standards with international 

standards through collaboration with WHO. 

Japan - Ensure safety and efficacy of 

traditional medicines 

- Promote traditional Japanese 

medicine in healthcare systems 

- Japanese Ministry of Health, Labour and Welfare 

(MHLW) oversees traditional medicine regulation. 

- Establishment of the Japanese Pharmacopoeia (JP) for 

standards on traditional medicines. 

- Support for research and development of traditional 

medicines and Kampo medicine. 

United 

States 

(USA) 

- Ensure safety and efficacy of 

dietary supplements 

- Prevent misleading claims and 

fraud 

- Dietary Supplement Health and Education Act (DSHEA) 

regulates dietary supplements and herbal products. 

- FDA monitors and enforces claims made by companies 

regarding health benefits. 
 

9. Conclusion 

In conclusion, the regulation of IMM varies 

significantly across countries, with each country having 

its unique approach to oversight and integration. The 

integration of complementary and alternative therapies 

with conventional medicine through IMM can have 

advantages such as a reduction in healthcare costs, 

improved patient outcomes, and increased patient 

satisfaction. However, the disadvantages includes limited 

regulation of certain therapies, inconsistent standards of 

practice, and a lack of evidence-based research. IMM 

faces several challenges that must be addressed, including 

a lack of consistent definitions and terminology, limited 

funding for research, and the need for more education and 

training for healthcare providers. Additionally, the 

integration of complementary and alternative therapies 

with conventional medicine requires a shift in traditional 

healthcare paradigms with the need of open-mindedness 

and collaboration between different healthcare 

professionals. The regulatory frameworks must continue 

to evolve and adapt. New regulations and guidelines can 

be established ensuring patient safety and promote the 

safe and effective integration of complementary and 

alternative therapies with conventional medicine. Overall, 

the regulation of IMM is complex and varied, and it will 

continue to evolve as the use of complementary and 

alternative therapies becomes more prevalent. By 

addressing challenges and promoting evidence-based 

practices, the stringent regulatory framework will ensure 

patient safety, high-quality care that integrates both 

conventional and complementary approaches to 

medicine. 
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