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Background: The World Health Organization (WHO) reports that a significant portion of the global population relies on traditional herbal medicine (THM) due to limited access to safe and high-quality modern medical care. In developing countries, it is difficult to guarantee the safety and quality of THM due to weak enforcement of the legal and regulatory framework. Hence, the study attempted to evaluate the country’s legislative and regulatory framework by comparing it with developed and developing countries that have well-established systems and identify gaps for future roadmaps in the THM landscape.Methods: A cross-sectional study and archival review were performed from November 2021 to March 2022 G.C. to contrast the legislative and regulatory framework for THM regulation with other selected countries like Africa, India, and China. A total of 237 regulatory personnel participated in the study. Data were collected through an archive assessment, self-administrative questionnaires, and literature searches. Secondary data were extracted from the archival review, and the findings were summarized and presented in tabular and text formats. The quantitative data were analyzed using Statistical Package for the Social Sciences (SPSS) software version 26, with outputs presented in text, table, and figure form.Results: The archival review of the study found that Ethiopia’s THM legislative and regulatory framework is still in a developmental phase, particularly when compared with countries that have more established systems. A cross-sectional study indicated that approximately 79.7% of participants were aware of THM-related content in the current legislation. However, 82.3% reported they had not received any formal training on THM regulations. For future roadmaps, 73.8% of respondents believed the government showed a commitment to supporting THM regulation, though 51.9% of participants noted limited knowledge and awareness of THM practices and product regulations. In terms of quality, safety, efficacy, rational use, and storage conditions, 49.8% of respondents rated regulatory implementation practice as not satisfactory. In this study, most study participants raised concerns about the performance of quality control parameters. Among regulatory experts, weak performance was identified in the practical implementation of THM regulatory activities, with 70.2% of weak performance observed at the federal level and 41.7% at the regional level. Key barriers to effective regulation included a lack of research on herbal medicines (90.3%) and insufficient regulatory mechanisms (87.8%). Additional challenges for regulatory offices included traditional healers’ reluctance to engage with scientific communities (56.5%), inadequate inspections (55.3%), and limited data on the safety, quality, and efficacy of certain medicinal plants (54.4%).Conclusion: Overall, the Ethiopian Food and Drug Authority (EFDA) is significantly strengthening the legislative and regulatory framework for traditional herbal medicines (THM), although full implementation is still forthcoming. This study highlights the need for comprehensive policy development, improved training initiatives, and reinforced regulatory systems to effectively monitor and regulate THM practices. For future roadmaps, collaboration among traditional healers, regulatory bodies, and scientific communities, along with supporting evidence-based research, could further enhance THM regulation in Ethiopia. These collaborative endeavors are critical for promoting the safety and quality of products derived from herbal medicines.Keywords: cross-sectional study, archival review, legislative, regulatory framework, traditional herbal medicine, Ethiopia
1 INTRODUCTION
The World Health Organization (WHO) estimated that about one-third (1/3) of the global population lacks access to conventional medicine and the opportunity to avail themselves of modern healthcare services (Oyebode et al., 2016). Hence, much of the world population uses traditional medicines (TMs) to fulfill their healthcare needs (WHO, 2019; WHO, 2013). A report from the World Health Organization revealed that around 80% of individuals in developing nations rely on herbal medicine for their primary healthcare needs (WHO, 2013). However, the presence of inadequate legal herbal frameworks (Usure et al., 2024) has hindered the herbal medicine sectors. The existing body of literature indicates that modern drug regulation systems receive significant attention, while traditional governance practices, which are largely unrecorded, are often disregarded (Chebii et al., 2020).
The high occurrence of antimicrobial resistance in sub-Saharan African nations (Mekasha and Godena, 2021) necessitates a shift away from modern medications toward utilizing locally sourced herbal remedies. Herbal remedies are cost-effective, readily accessible, less prone to resistance, and affordable (Mahomoodally, 2013; Thakur et al., 2011). The rise in the usage of herbal-based products throughout the region has led to growing concerns regarding the quality and safety of these products, which in turn may have implications for public health (Ara et al., 2020; Barkat et al., 2021). A well-organized, sustainable governance system is essential for ensuring a consistent supply of traditional medicine. This can be achieved by implementing sustainable practices such as conservation, cultivation, proper harvesting, regulated trade, and controlled use (Bussmann et al., 2016). The regulatory frameworks for herbal medicine in many African nations are currently inadequate and underdeveloped (Chebii et al., 2020; Usure et al., 2024).
As the demand for herbal medicinal products increases worldwide and numerous new products are introduced to the market, the importance of strong regulatory activity becomes evident. This is crucial in addressing public health concerns and ensuring the safety of these products. Although certain herbal medicines show promising potential and enjoy widespread usage, a significant number of them remain untested, and their usage is not adequately monitored (Moreira et al., 2014). This limits knowledge of their potential adverse effects and makes the identification of the safest and most effective therapies, as well as the promotion of their rational use, more difficult (WHO, 2002). It is also common knowledge that the safety of most herbal products is further compromised by a lack of suitable quality controls, inadequate labeling, and the absence of appropriate patient information (Raynor et al., 2011). In many regions of Africa, herbal remedies are commonly available for purchase in open markets, stores, and through traditional healers, as there is often a weak legal framework in place that does not require scientific evidence of their safety, effectiveness, or quality (Sharad et al., 2011).
Studies in sub-Saharan African countries such as Nigeria, South Africa, Ghana, and Uganda reveal significant gaps in policy implementation and design (James et al., 2018). Notably, Kenya lacks a registration system for herbal medicines, leading to unrestricted sales (Onyambu et al., 2019). In contrast to developing countries, thorough literature reviews conducted by regulatory bodies in various developed countries have played a significant role in formulating guiding principles to tackle issues concerning herbal medicines (Ramakrishna and Reddy, 2017). The legal status and utilization of herbal drug products differ greatly from country to country. Regulations in developed nations are considered to be the most thorough compared to other global regulations for herbal medicinal products (Lee et al., 2021). For instance, the United Arab Emirates (UAE) has acknowledged the importance of herbal medicines through federal law No. 20 of 1995. This legislation, titled “Medicines and products derived from natural sources,” specifically addresses the regulation of herbal medicines at a national level (Mirzaeian et al., 2019; WHO, 2019).
1.1 Archival review of legislative and regulatory framework of herbal medicine in selected developed and developing countries
The regulatory framework for herbal medicine is robust in economically advanced nations like the United States of America (United States), Germany, Japan, and the European Union (EU). For instance, the authorities that regulate HM in Germany, the United States, and Japan also regulate conventional medicines (WHO, 2019). In Germany, herbal medicines (HMs) are also regulated by the European Medicines Agency (EMA) due to Germany’s membership in the European Union (Peschel, 2007). The Traditional Herbal Medicinal Products Directive (THMPD), also known as Directive 2004/24/EC, amends Directive 2001/83/EC specifically for traditional herbal medicinal products. This directive allows herbal medicinal products to be sold with combinations of certain specified minerals and vitamins. These herbal products are readily available over-the-counter (OTC) to the general public in standard formulations, either as single herbs (simples) or in mixtures (Peschel, 2007).
The pharmaceutical medicine regulatory system in the United States is widely recognized as the global benchmark for ensuring the safety and effectiveness of drugs. Nevertheless, significant concerns have been raised regarding the adequacy of the regulation of herbal medicines (HMs) as dietary supplements in the country. The United States is the primary market for the pharmaceutical industry and currently offers around 20,000 HMs, valued at approximately US$ 62 billion. The World Health Organization predicts that this figure will soar to an astounding US$ 5 trillion by 2050 (Alostad et al., 2018). Hence, developed countries prioritize herbal medicines as equivalent to modern pharmaceuticals.
China, India, Pakistan, Brazil, and Bahrain are nations with extensive historical backgrounds and established practices of traditional medicine. These countries have taken significant strides in incorporating various herbal medicine products into their healthcare systems. This fact is supported by the substantial presence of HM products in both national pharmacopeias and national essential drug lists (NEDL) (Picking, 2024). Notably, China and India, as the leading producers and exporters of medicinal plant (MP) products, demonstrate commendable HM regulation among developing nations (He et al., 2015).
According to WHO reports, herbal medicines in India are regulated under the Ayurveda, Siddha, and Unani drugs provision in the Drugs and Cosmetics Act (WHO, 2019). Furthermore, herbal medicines (HM) are marketed in India with medical claims, health claims, and nutrient content claims, falling under the categories of prescription and nonprescription medicines. The Ayurveda, Unani, and Siddha pharmacopeias are recognized and enforced by law in India. Additionally, the Indian herbal pharmacopeia is utilized, although it is not held as legally binding. In the Indian market, prescription HMs are distributed in pharmacies, while nonprescription HMs, for self-medication or over-the-counter use, are available in pharmacies, other retail outlets, and through licensed practitioners (WHO, 2019).
In Bahrain, herbal medicines are sold as prescription medicines, nonprescription medicines, or OTC medicines in pharmacies and other outlets, in special outlets such as in HM stores, and by licensed practitioners (WHO, 2019; Alostad et al., 2019). The nation implemented regulations for herbal medicines that mirror those of traditional pharmaceuticals. In Bahrain, herbal medicines are categorized as prescription drugs, over-the-counter medications, herbal remedies, dietary supplements, and health products. Manufacturers of herbal medicines must adhere to the same manufacturing standards as those for traditional pharmaceuticals. To ensure compliance, manufacturers are obligated to provide samples of their products to a government-approved laboratory for testing and submit the latest good manufacturing practices (GMP) certification from their local authority. Safety requirements for herbal medicines in Bahrain are akin to those for traditional pharmaceuticals. All complementary and alternative medicine products (excluding herbal medicines specifically) must be registered in Bahrain (Alostad et al., 2019).
The WHO reported that Pakistan introduced the “Alternate Medicine Health Products Enlistment Rules” in 2014 to regulate HM (WHO, 2019). Herbal medicines are sold with claims about medical, health, and nutrient content, but these are unregulated in Pakistan. The American herbal pharmacopeia, WHO monographs, and EU monographs are used, but the information in the pharmacopeias is not legally binding. There are exclusive regulations for GMP, separate from those for conventional pharmaceuticals. The mechanisms that ensure compliance and t regulatory acts to control manufacturing have yet to be enacted in Pakistan (WHO, 2019). Traditional use without demonstrated harmful effects is considered sufficient for the safety assessment of HMs. There are no restrictions on selling herbal products. The annual market sales for HM in Pakistan in the years 2007, 2008, and 2009 were estimated by the Pakistan Tibbi and Homeopathic Manufacturers Association data to be US$ 5.5 million, US$ 6.5 million, and US$ 7 million, respectively (WHO, 2019; Rasheed et al., 2019).
The 2019 WHO survey report indicates that only 23 countries out of 54 African countries sales herbal medicine as per claims as per regulatory guidelines, while countries such as Eretria and Tunisia have no reported claims related to herbal medicine sales. Information regarding this matter is not clearly available for other countries. Sao Tome, Principe, and Burundi are among the countries that sell herbal medicine with claims yet lack legal regulations for those sales (WHO, 2019). Research carried out in Nigeria revealed that among 16 key informants, 68.8% acknowledged the existence of a national policy on traditional medicine (TM), while 31.2% expressed disagreement on this matter. Additionally, 75% of the respondents confirmed that the enforcement of manufacturing standards for herbal medicines is guaranteed through regulatory measures, whereas 25% held a contrary opinion (Awodele et al., 2014). Only 25% indicated that licensed practitioners are involved in the sale of herbal medicines, while 75% believed that non-licensed practitioners are responsible for this (Awodele et al., 2014). In addition, 87.5% emphasized the necessity of support from the WHO in the form of workshops aimed at enhancing national capacity for monitoring the safety of herbal medicines.
A study conducted in Kenya (64) revealed that many unregulated herbal medicinal products had high levels of microbial contamination. The microbial loads in these unregistered samples ranged from 3.00 × 106 cfu/mL to 1.56 × 1010 cfu/mL, which far exceeded the standards set by BP or USP, requiring levels below 100 cfu/mL. Among the microbial isolates, E. coli was found in approximately 75% of the unregistered product samples, followed by Klebsiella pneumoniae, Enterobacter aerogenes, and S. aureus in 70%, 60%, and 45% of the samples, respectively. Salmonella spp. was isolated in 40% of the samples, while Shigella spp. was found in 20% of the samples (Onyambu et al., 2013). These findings indicate that none of the unregistered samples met the microbial load limits set by pharmacopeias for both bacterial and fungal contamination. Therefore, it is vital to extend regulatory activities currently implemented for pharmaceutical medicines to herbal medicinal products in order to improve their microbial quality and safety.
African countries regulate HMs as herbal medicines, nonprescription medicines, prescription medicines, dietary supplements, health food, and functional food. In Africa, HMs are most often regulated in the herbal medicines category, followed by the nonprescription medicine, prescription medicine, and dietary supplement categories. However, some countries have multiple regulatory categories. Countries like Guinea, Mali, Mauritania, and Tanzania regulate them as herbal medicines, nonprescription medicines, and prescription medicines. In Mauritania, HM regulation has five different regulatory categories, whereas Nigeria regulates them as herbal medicines and different types of food (WHO, 2019; Kasilo et al., 2019).
The literature showed that the herbal medicine regulation systems in Kenya (Chebii et al., 2020), Ghana (Thakkar et al., 2020), and Uganda (Uganda NDA, 2020) provide valuable insights into the effectiveness of these countries’ approaches compared to Ethiopia. These countries have made significant strides in establishing regulatory frameworks that ensure the safety, quality, and efficacy of herbal medicines. They have implemented comprehensive legislation, established regulatory bodies, and developed guidelines for the registration and licensing of herbal products. In contrast, Ethiopia’s herbal medicine regulation system lacks such robust measures, leading to a lack of control over the quality and safety of herbal medicines in the country (Usure et al., 2024). This was why the authors became interested in the current context of comparing the legal framework of Ethiopian herbal medicine with that of a robust regulatory system for herbal medicine. Particularly in Ethiopia, there is no post-market surveillance system, restriction on the sale of herbal medicines, or guidelines for clinical trials using traditional medicines. An initiative has been made to establish guidelines for licensing and minimum standards for traditional practice and practitioners. A committee from the Ministry of Health (MoH), the Veterinary Drug and Animals Food Administration and Control Authority (VDFACA), and the Ethiopian Health and Nutrition Research Institute (EHNRI) is preparing standards for the safety, efficacy, and quality of traditional medicine. Different studies were conducted on the toxicology and efficacy of drugs in the Drug Research Department of the EHNRI (Teshome, 2017; Amare, 2010).
In Ethiopia, TM practiced by traditional healers constitutes the use of natural substances composed of plants, animals, and minerals as remedies, in addition to spiritual healing and some practices like bone setting. The Ethiopian flora is estimated to contain between 6,500 and 7,000 species of higher plants, of which about 12% are endemic, and more than 90% of TM preparations are of medicinal plant origin (James et al., 2018; Tesfahuneygn and Gebreegziabher, 2019). Despite the significance of HM uses, the safety and therapeutic value of HM products and practices cannot always be guaranteed and remains largely unregulated (Teshome, 2017; Abdisa, 2017; Abay, 2009). This study offers a comprehensive analysis of the regulatory framework for traditional herbal medicines (THM) in Ethiopia, comparing it to global standards. It highlights the risks associated with inadequate regulation, particularly the public health dangers posed by substandard or poor-quality herbal products. The finding underlines the critical need to strengthen regulatory enforcement to protect public safety and ensure the quality of THM. Specifically, the study evaluates the existing legislative and regulatory structures governing THM in Ethiopia, identifying areas for improvement that could align the country’s practices with internationally accepted standards.
2 MATERIALS AND METHODS
2.1 Study setting and period
The study was conducted from November 2021 to March 2022 in the selected region, namely Oromia and the Southern Nationalities, Nations, and Peoples (SNNPR) regions, and one administrative city of Ethiopia. Ethiopia, located at the horn of Africa, is one of the oldest civilizations and the second most populous country in Africa, with a diversity of cultures and languages (Crummey et al., 2024). Approximately 80% of the Ethiopian cultures support TM, of which 95% are sourced from plants (Abebe, 1986). Ethiopia operates under a federal government administration system, which is divided into 11 regional states and two city administrations. These divisions encompass diverse agro-ecological zones. Additionally, the country has a unified regulatory authority responsible for overseeing both food and drug regulations, as well as herbal medicine.
2.2 Study design
An institutional-based descriptive quantitative study and an archival review were conducted from November 2021 to March 2022 G.C. The archival review was employed to compare the legal framework for THM regulation in Ethiopia with that of various African countries, India, and China. The aim was to evaluate the comprehensiveness and adequacy of Ethiopia’s medical-legal basis. The selection of African countries was based on a thorough review that identified the regulatory status of THM in most African countries using a checklist (Supplementary File 1) that was developed based on WHO Conventional Medicine regulation data-gathering tools used in the second and third global surveys (WHO, 2019).
2.3 Source and study population
The source population for quantitative data was all federal and regional-level authorities, directorates, offices, and case teams that were directly involved in medicine and health regulation. For qualitative data, the source population was all federal and regional-level authorities, directorates, offices, and case teams that were selected for quantitative data, and other institutions and associations that work with health and medicine regulatory offices on THM regulation. The study population contained all selected federal and regional-level authorities, directorates, offices, and case teams that were directly involved in medicine and health regulation and executed THM. The randomly selected sample frames for the present study lists were found in Supplementary File 2.
2.4 Inclusion and exclusion criteria
The study included federal and regional-level authorities, directorates, offices, and case teams directly involved in medicine and health regulation, specifically those with regulatory experience and information on THM. Additionally, participants from selected offices, case teams, and associations were included, as well as traditional herbalists who had been registered and actively practicing for 2 years or more. Regulatory officials who were not engaged in THM regulation-related activities were excluded from the study. Furthermore, consumers of THM and members of patient advocacy organizations were also excluded.
2.5 Sample size determination
For the quantitative data, because the source population of this study was medicine and health regulatory offices (MHROs), the sample size of the study was determined by the total number of study units that existed in the selected MHROs. In view of that, EFDA has 113 regulatory personnel in its four selected directorates. The regional medicine and health regulatory offices regulated TM by two case teams (health facility control (THM facility) and product quality control). Accordingly, based on the standard human resource allocation of Oromia and SNNPR regions, health bureaus, the regional-level MHROs should contain 20 regulatory personnel, and each zonal- and town-level MHRO should contain four regulatory personnel. As a result, the total regulatory personnel working in selected MHROs of the Oromia region for quantitative data was estimated to be 84 (20 at regional offices + (4 × 7 at zones) + (4 × 9 at towns) = 84, while 60 regulatory personnel were estimated to work in selected MHROs of the SNNPR region [20 at regional offices + (4 × 5 at zones) + (4 × 5 at towns) = 60].
In addition, 128 regulatory personnel were estimated to work in selected MHROs of Addis Ababa city for quantitative data [20 at city-level Food, Medicine, and Healthcare Administration and Control Authority (FMHACA) + (4 × 6 at sub-cities) + (14 × 6 at woredas)]. Therefore, the total expected number of regulatory personnel working in MHROs selected from the federal and regional levels for quantitative data was 385 (113 in EFDA, 84 in Oromia, 60 in SNNPR, and 128 in Addis Ababa). As a result, because the study units were small in number, the sample size calculation was not conducted. However, for various reasons, all study units that were estimated based on the standard did not participate in the study. The first reason is that some selected regional medicine and health regulatory offices contain fewer than estimated regulatory professionals. As a result, the total study units that were actually working in selected regional MHROs during data collection were 333 (67 in Oromia, 46 in SNNPR, 107 in Addis Ababa, and 113 in EFDA). In addition, of 333 regulatory personnel, some (24 employees) only worked for a month in selected regulatory offices. In addition, some regulatory personnel were not present in their offices during data collection times for different reasons. Thus, 237 of 309 regulatory personnel who met the inclusion criteria actually participated in the quantitative data collection, with a respondent rate of 76.7%.
2.6 Data collection method and sampling procedure
The sample was collected using a combination of an archive assessment of Ethiopia’s legislative and regulatory framework, self-administered questionnaires, and literature searches. Each data collection technique was primarily based on the WHO national TM policy guidelines and other related publications (WHO, 2019; WHO, 2002; WHO, 2013; Wambebe, 2009; Heinrich, 2015; Alostad et al., 2019; Demeke et al., 2022).
The homogeneity of the legal basis and organization structure of THM-regulated institutions/offices are affected by government administration structures. Therefore, the researcher selected a sample frame randomly from stratified medicine and health regulatory offices based on the hierarchal level of regulatory offices and the responsibilities of TM regulatory activities. Accordingly, the registration and regulation of THM products are implemented by EFDA in collaboration with the Ethiopia Public Health Institute (EPHI) and other agencies found under the MoH at the federal level, and the regulation of THM (practices, practitioners, and premises) is enforced by RHRBs that are established under regional health bureaus at regional, zonal, sub-cities, towns, and woredas health office levels.
Accordingly, in the case of city administration, the THM practices and practitioner regulation are implemented by EFDA offices of woreda administration under the supervision of city and sub-city administration levels of FMHACA offices. However, in the case of other regional states, the health and health-related services and product quality control authority or offices (HHRSPQCA/O) established under the regional health bureau and health offices of the zonal, town, and woreda administration levels were responsible for enforcing THM practices and practitioners’ regulations and registration. Additionally, two case teams (the health facility control case team and the health and health-related product quality control case team) are established under each health-related service and product quality control (HHRSPQC) and FMHACA authority or office. Based on this, the researcher randomly selected a sample frame from a stratified target population of federal and regional health sector administration levels of medicine and health regulatory authorities, directorates, offices, and case teams.
For the quantitative study design, all eligible individuals within the selected authorities, directorates, offices, and case teams who met the inclusion criteria were included. Additionally, a purposive sampling method was used to select key informants (KIs) from registered THM practitioners actively practicing in the selected zones, towns, and woredas of the Oromia region and Addis Ababa city. This approach ensured that the sample represented both regulatory personnel and experienced THM practitioners relevant to the study’s focus.
Accordingly, a selected sample frame was composed; four directorates of EFDA were purposefully selected (product assessment and registration, licensing and inspection, product safety, and product quality assessment). Likewise, of a total of 11 regional health regulatory bodies (RHRBs), three (30%) RHRBs (Oromia, SNNPR, and Addis Ababa city) were randomly selected and included in the study.
Furthermore, 30% of zonal and town-level health regulatory office administrations of Oromia and SNNPR regions and 30% of sub-cities and woredas-level health regulatory offices of Addis Ababa city were randomly selected for the present study. Consequently, the researcher consisted of 12 Zonal (seven from Oromia and five from SNNPR) and 14 Zonal Town (nine from Oromia and five from SNNPR) administration HHRSPQC offices or case teams for the study. In addition, the FMHAC offices case teams of four sub-cities and 14 woredas of Addis Ababa city administration were involved.
The selection of African countries used for comparison considered the literature availability in English, THM regulation status, and geographical proximity of each selected country to Ethiopia. As a result, three African countries, Ghana, Uganda, and Kenya, which scored more than 90%, 75%, and 20% on the reviewed checklist, respectively, were selected (Supplementary File 3). India and China were selected purposely due to having good status on THMs regulations. The checklist used in the review process was revised and edited to make it suitable for evaluating the content of the reviewed countries’ legal bases on THM regulatory activities.
2.7 Study variables
2.7.1 Independent variables
Awareness and belief of respondents on THM regulation; Opinion of regulatory personnel about HM quality, safety, efficacy, rational use, storage condition, and THM regulation performance of regulatory offices; THM practices and product regulation plans, monitoring and evaluation, awareness, reporting trend, and sanctions applied to THM-related problems; and Performance of regulatory offices on THM practical regulation were included under independent variables.
2.7.2 Dependent variables
Policy, legislation, and regulation; system and structure for THM regulatory activities; and THM regulatory and implementation outcomes were included as dependent variables.
2.8 Data quality assurance
To ensure the quality and reliability of data collection tools, a thorough review and revision process was undertaken, focusing on the legal and practical aspects of THM regulation. This process included adapting tools to reflect the specific regulatory context of THM. Language experts translated the interview questionnaires for THM practitioners into Afan Oromo and Amharic, the local languages, to ensure understanding. These translations were then back-translated into English by different experts to verify consistency and accuracy. High-quality data collection was further ensured by using well-designed, refined, and pre-tested tools. During data collection, data controllers assigned codes to each respondent to ensure the confidentiality of the respondents and the organization. Six pharmaceutical quality assurance experts (SD, REU, YTM, GH, DK, and SS) and one expert from the medicine registration and licensing departments (FH) collaborated to validate the final tools, bringing their combined expertise to enhance data quality assurance. This rigorous validation process solidified the reliability and alignment of the tools with the study objectives, ultimately strengthening the credibility and validity of the research findings.
2.9 Data analysis and presentation
Regarding the archival review, the first secondary data of different legal bases of those selected countries were extracted into pre-prepared tables in Microsoft Word 10. Then, the extracted data were analyzed to determine the presence of legal provisions for selected key parameters. Finally, the archival review findings data were summarized and presented in tabulate and text format for each reviewed country in a descriptive way under the topic selected for the review. The quantitative data were analyzed by organizing the collected questionnaire data after checking for completeness, consistency, categorization, and coding. Then, the organized data were entered into Epi-data manager version 4.6. Data were exported and analyzed using Statistical Package for the Social Sciences (SPSS), version 26.0 software. The data were analyzed in descriptive statistics. Finally, the analyzed data outputs were presented in text, table, and figure form.
2.10 Ethical considerations
The researcher maintained awareness of ethical considerations during the study. Prior to starting data collection, the researcher obtained ethical clearance from the Institutional Review Board (IRB) of Jimma University with reference number JHRPG/912/2021G.C. and a letter of cooperation from the school pharmacy. Then, a formal letter of cooperation was received from the relevant administrative bodies of the institutions selected for study. In addition, official informed consent was requested from each study participant during data collection by explaining the objective of the study to respondents. Furthermore, the participants were encouraged as they participated voluntarily, ensuring that the information they provided was only used for the study purpose.
3 RESULTS
3.1 Result summary of the archival review
Overviews of THM policy, proclamation and regulation, administration structure and regulation framework, TM product MA, THM practice and provider regulation, TM/THM education, and health insurance status in Ethiopia, Kenya, Uganda, Ghana, India, and China are presented in Tables 1–4. The results obtained from the archival review showed that the Ethiopian TM policy is integrated into the national drug policy of 1993, and Proclamation No. 1112/2019 of EFDA is a national law for TM products. Agencies and TM divisions under the MoH and Regional Health Regulatory bodies (RHR) bodies under regional health offices enforce TM regulation holistically with conventional medicine (CM) under one umbrella by the same allopathic professionals. TM/HM is defined as medicine in Proclamation No. 1112 on Article 2/9, whereas the definitions of TM/THM practice and practitioner are not addressed in this proclamation.
TABLE 1 | Overview of current policies, laws, and regulations of selected countries on TMs.
[image: Table 1]Ethiopia has prepared a draft of exclusive TM policy and proclamation, guidelines for TM MA, and different TM product directives. HM products are regulated exclusively as a category of TM products with exclusive GMP and safety requirements. The only pathway for TM products is market authorizations (MAs), and there is as yet no registered TM product in Ethiopia. TM products are not included in the post-market surveillance system. Regulating TM products based on their claims and legally binding national pharmacopeia and monographs for HMs does not exist in Ethiopia. Furthermore, Ethiopia has legal provisions for TM products, market regulation, clinical trials, and promotion and advertising. Only indigenous TM practices and providers that are regulated under the regional level of the health regulatory division are available in Ethiopia. Currently, TM practices and providers are regulated by regional TM directives, and there is no national TM proclamation. Registration and licensing systems for TM healers are implemented in some regional states.
Some regional states do not have an advisory committee for TM practices and provider regulation. Regarding THM education, Ethiopia has no clear education policy for TM, and at university, only it provides a single course. In Ethiopia, there is no health insurance coverage for TM at all. The system of TM practices integration with the national healthcare system is now at a nascent stage. There is no means of encouraging the quality of THM practices other than periodic inspection. The summary results are presented in Tables 1–4.
3.2 Archival review of the legal basis of Ethiopia and five other countries
To evaluate the contents of the TM/HM law of Ethiopia, the study attempted to review the national medicine laws or acts of five selected countries (Kenya, Uganda, Ghana, India, and China) (Table 1). The review examined several key areas in TM/HM regulation, including policies, laws, and regulations specific to THM; the national framework for administering TM and THM; and the regulation of TM and herbal medicine (HM) products, as well as THM practices, providers, education, and health insurance-related legal foundations. The archival review revealed that Ethiopia’s TM policy was integrated into the National Drug Policy of 1993, with a dedicated TM policy drafted but not yet implemented. Enforcement of laws and regulations is primarily managed by the Ministry of Health (MoH) and the Health and Health-Related Service and Product Quality Control (HHRSPQC) or the Food, Medicine, and Healthcare Administration and Control Authority (FMHACA) through regional and lower-level health administration offices. In contrast, some other regions selected for comparison have shown strong initiatives to establish independent regulatory agencies for more robust enforcement of T/HM regulations.
3.3 National framework for TM/THM administration structure and regulation
As depicted in Table 2, there are herbal medicine governing bodies, including practitioners and practitioners. However, government and public research funding for THM &CM in most reviewed countries was not clear.
TABLE 2 | National framework for TM/THM &CM administration and regulation in Ethiopia and selected countries.
[image: Table 2]In Ethiopia, herbal medicine (HM) products are defined as medicines under the current national medicine law/act/proclamation. However, in other countries referenced in Table 2, HM products fall under varied definitions. The archival review indicates that the policies, laws, and regulations in these countries regarding TM and THM cover definitions, product regulatory bodies, and the regulatory frameworks for practices and practitioners that reflect promising progress in legislative and regulatory landscapes. Additionally, the studied countries had established national plans to integrate HM products into their healthcare systems. Although these developments are encouraging, the review underlines the need for further efforts to fully develop and harmonize regulatory frameworks for THM across these regions.
3.4 Regulatory situation of TM/THM in Ethiopia and those selected countries
A comprehensive overview of the regulatory landscape surrounding imported herbal medicine (HM) products in various countries indicates the contrasting situation in Ethiopia. Although Kenya, Ghana, Uganda, India, and China have established clear legal regulations to govern the importation of HM products, Ethiopia’s regulatory framework remains ambiguous and needs further investigation based on evidence (Table 3). A notable disparity between Ethiopia and the countries mentioned in the study was the absence of a legal framework for post-market surveillance of safety concerning veterinary herbal medicine products in Ethiopia. The lack of a regulatory system for monitoring the safety and efficacy of imported herbal medicine products raises significant concerns regarding their quality and the potential for adverse effects. Without an effective mechanism to oversee these products post-market, there is an increased risk to public health, as unregulated herbal medicines may not meet necessary safety standards or could lead to harmful outcomes for consumers.
TABLE 3 | Regulatory situation of herbal medicine (HM) products in Ethiopia and selected countries.
[image: Table 3]Compared to Kenya, Uganda, Ghana, India, and China, Ethiopia’s implementation of legal provisions for imported HM products was notably inadequate. This suggests that Ethiopia may be lagging in terms of ensuring the safety and efficacy of these products, potentially putting consumers at risk. Further details on the remaining regulatory circumstances surrounding herbal medicines in Ethiopia are presented in Table 3. The study outlines additional gaps in the country’s regulatory framework, shedding light on areas that require improvement to ensure the safe and effective use of imported HM products (Table 3).
3.5 TM/HM and CM practice, providers, education, and health insurance regulatory framework
As can be seen in Table 4, the regulation of TM/HM providers and practices was solely governed by the draft current national law, act, or proclamation. However, Kenya, Ghana, Uganda, India, and China have implemented regulatory frameworks to oversee the regulation of herbal medicine. Additionally, there are no national regulations or directives but rather some regional- and state-level practice regulations for TM/HM providers in Ethiopia.
TABLE 4 | Overview of T&CM practice, providers, education, and health insurance regulatory framework in Ethiopia and selected countries.
[image: Table 4]3.6 Quantitative results from regulatory personnel
3.6.1 Demographic characteristics of respondents
The study involved a total of 237 regulatory personnel (Supplementary File 4). Most participants were male individuals (75.5%), pharmacists (66.2%), and held first degrees (83.1%). The participants were from different regulatory offices, namely EFDA (57), Oromia RHR offices (58), SNNPR RHR offices (41), and Addis Ababa RHR offices (81). On average, the respondents had 4.1 ± 2 years of experience in regulation, and 139 (58.6%) had ≤4 years of experience.
3.6.2 Survey on awareness and opinions regarding THM legislation and practices
The study involved 237 individuals, focusing on their awareness and opinions concerning traditional herbal medicine (THM) legislation and practices. Approximately 79.7% of participants demonstrated awareness of the THM-related content in the current legislation. Additionally, only 65 respondents (34.4%) believed that the legislative content on THM was comprehensive and adequate. Regarding public health concerns, a significant majority (81.0%) of participants believed that the current methods of preparation and practice of THM practitioners could lead to severe public health issues. Furthermore, about 81.8% of respondents were aware that THM practices and product regulations were intended to protect the public from health problems. The study found that 82.3% of participants reported not receiving any training on THM regulations. Moreover, regarding government commitment, most participants (73.8%) believed that the government showed strong commitment and support for regulating THM (Table 5).
TABLE 5 | Awareness and belief of respondents on THM regulation, Ethiopia, 2022, (n = 237).
[image: Table 5]The study indicates an important finding about knowledge gaps in THM practices and preparation among participants. The finding revealed that around 51.9% of participants lacked sufficient knowledge, and 36.7% of respondents demonstrated medium knowledge. This distinction may imply that a significant portion of participants have limited understanding regarding herbal medicine practice and product preparation (Figure 1).
[image: Figure 1]FIGURE 1 | Percentage levels of respondents’ knowledge of THM practices and product preparation.
As shown in Figure 2, about 51.9% of regulatory personnel had a weak awareness of herbal medicine regulation, suggesting significant gaps in knowledge and understanding. Only 24.5% exhibited a medium level of awareness, showing a partial understanding but not comprehensive familiarity with the regulations.
[image: Figure 2]FIGURE 2 | Respondents’ rate of awareness of THM regulation in Ethiopia.
3.6.3 Regulatory personnel on HM quality, safety, efficacy, rational use, and storage conditions of THM regulations
Of 237 study participants, most (57.8%, 51.9%, 54.0%, 58.2%, and 59.9%) respondents believed the traditional herbal medicine practice, safety, efficacy, quality, and HM rational uses in Ethiopia were not good, respectively (Table 6). The study’s findings revealed significant gaps in practices surrounding traditional herbal medicine (THM) among respondents, with only a small fraction demonstrating good quality control practices. An overall mean of 49.8% of respondents scored the system poorly in key areas such as safety, efficacy, quality, rational use, and storage conditions. These results indicate widespread concerns about the current standards in the THM market. Furthermore, the low percentage (6.8%) of respondents with good quality control practices underlines the urgent need for improved guidelines and educational initiatives to ensure that THM products meet safe and effective standards.
TABLE 6 | Opinion of respondents on safety, efficacy, quality, rational use, and storage condition of THM currently available on the market, Ethiopia, 2022 (n = 237).
[image: Table 6]3.6.4 Regulatory performance of EFDA and regional health regulatory bodies on practical implementation of THM regulatory activities
The study assesses the regulatory performance of personnel working in federal and regional offices, particularly focusing on their implementation of THM product regulation and practical implementation of regulatory activities. At the federal level, approximately 70.2% of the Ethiopian Food and Drug Administration (EFDA) regulatory personnel rated their authority’s overall performance in THM regulatory activities as weak (Figure 3). Only 14% of federal-level regulatory experts demonstrated good regulatory performance in handling herbal medicine product regulations. For regulatory experts working at regional health regulatory offices, the findings also reveal notable performance gaps. About 41.7% (75 of 180) of regional regulatory personnel reported weak performance in implementing THM regulatory activities, while only 21.6% of participants rated their implementation practices as good (Figure 4). These results underline significant gaps in the regulatory workforce’s effectiveness in managing THM product regulation, both at the federal and regional levels, and highlight areas in need of improvement for effective regulatory oversight.
[image: Figure 3]FIGURE 3 | Performance of EFDA regulatory personnel (n = 57) on practical implementation of herbal product regulation.
[image: Figure 4]FIGURE 4 | Performance of regional health regulatory bodies on the practical implementation of THM regulatory activities, Ethiopia (n = 180).
3.6.5 THM practices and product regulation plan, monitoring and evaluation
In this study, the regulation of THM practices was explored, with a focus on planning, monitoring, evaluation, and self-assessment processes within regulatory working environments. The findings indicated that 81.86% of participants agreed that a work plan exists for THM regulatory activities, ensuring a structured approach to regulating THM practices and products (Figure 5). Furthermore, most participants acknowledged the presence of monitoring and evaluation (63.7%) and reporting systems (68.4%) within THM regulatory activities, demonstrating foundational oversight mechanisms.
[image: Figure 5]FIGURE 5 | Plan, monitoring, and evaluation system for THM regulation, Ethiopia, 2022 (n = 237).
Self-assessment processes were also recognized, with 53.6% of participants agreeing on their existence. However, nearly half (46.41%) of the participants disagreed about the presence of a self-assessment system for THM practices and product regulation, highlighting a significant gap in internal evaluation processes that could impact the effectiveness of THM regulation.
3.6.6 Awareness, reporting trends, and sanctions applied to THM-related problems
Most respondents who were aware of THM-related problems had not reported them to respective regulatory offices (Supplementary File 5). The Supplementary File 5 shows that unregistered THM services rendering premises and unregistered practitioners were reported by 18.6% (37/199) and 18.6% (40/215) of participants, respectively. More than 50% of those reported THM-related problems are receiving sanctions from regulatory offices. Most study participants noted that legal and administrative sanctions are applied to the reported problems. Most respondents reported that the absence of a formal reporting system, lack of strong legal branches on TM, supposing the problem is not severe for public health, lack of evidence to report the problems, lack of public support, weak legal enforcement, and educative legal and administrative sanctions not applied by regulatory offices are the reasons for not reporting THM problems.
3.6.7 Factors affecting the performance of regulatory offices on the practice of THM regulation
Most respondents reported that a lack of research on HM (90.3%), a lack of appropriate mechanisms to regulate THM practice and products (87.8%), weak public support (86.5%), weak legislative enforcement (84.8%), human and financial resources constraints (84.4%), and inadequate basic THM regulatory tools (80.6%) (Figure 6) influenced the performance of the various regulatory offices.
[image: Figure 6]FIGURE 6 | Factors affecting the regulation performance of medicine and health regulatory offices on THM practices, products, and practitioner regulatory implementation, Ethiopia, 2022 (n = 237). Note: QC Lab, quality control laboratory; MRA, Medicine regulatory authority.
3.6.8 Challenges related to THM product, practice, and practitioner regulations
As can be seen in Table 7, respondents report that healers’ suspicions of and hesitancy to work with scientific communities (134, 56.5%), the inadequateness of current THM inspections using different regulatory tools (131, 55.3%), and the lack of scientific data for the safety, quality, and efficacy of some medicinal plants (129, 54.4%) were the major challenges of traditional herbal medicine products, practices, and provider regulation faced by the EFDA and regional health regulatory offices.
TABLE 7 | Challenges of regulating THM products, practices, and providers faced by EFDA and RHR offices, Ethiopia, 2022 (n = 237).
[image: Table 7]According to the Ethiopian Food and Drug Authority and RHR personnel, there are several potential approaches to address the challenges in implementing and improving the regulation of herbal medicine. These include government support through the implementation of plans, strategies, and advocacies for traditional herbal medicine (THM), as well as providing training, financial resources, materials, and equipment for THM services. Additionally, it is important to establish formal clinical or service integration of traditional medicine (TM) within the national healthcare system and to offer formal, organized, supportive, and continuous training on THM practices. Furthermore, effective regulation should be implemented to control THM healers, and support should be provided for the establishment of strong national TM/THM associations and training institutions.
4 DISCUSSION
The study aims to evaluate the legislative and regulatory framework of Ethiopian traditional herbal medicines using a facility-based cross-sectional study and an archival review. Herbal medicine has a long history of traditional use in Ethiopia, where various plants have been used to treat ailments for generations. Despite its historical roots and widespread use among communities, the recognition and regulation of herbal medicine by national authorities in Ethiopia are still in development (Tuasha et al., 2023). This lack of formal acknowledgment raises concerns about the safety and efficacy of these treatments (Usure et al., 2024; Demeke et al., 2022).
The existing evidence highlights several factors contributing to doubts about the quality, safety, and efficacy of traditional herbal medicine-based products, such as lack of standardization, limited scientific research, regulatory gaps, integration with modern medicine, and education and awareness (Eruaga et al., 2024; Noviana et al., 2022). Efforts to bridge these gaps include promoting research on herbal medicines, improving regulatory frameworks, and fostering collaboration between traditional healers and modern healthcare practitioners (Mbwambo et al., 2007; Van der Watt et al., 2017). These steps are critical to ensuring that the benefits of traditional herbal medicine can be safely and effectively integrated into the broader healthcare system in Ethiopia.
This comparative archival review examines the differences between Ethiopian traditional herbal medicine and other widely practiced regions such as Kenya, Uganda, Ghana, India, and China. The integration of Ethiopia’s TM/HM Policy into the national drug policy occurred in 1993, making TM products a part of the national legislation. Despite this, there are no registered TM products, no national pharmacopeia or monographs for HM products, and no defined education policy for TM (Usure et al., 2024). There is also no health insurance coverage for TM and limited collaboration between TM healers’ associations and regulatory authorities. This study highlights the varying stages of TM policy integration, regulatory frameworks, and education across the selected countries, with Ethiopia showing significant progress in drafting exclusive THM policies but still lagging in several areas, such as product registration, post-market surveillance, and education policy. Notable insights from other nations: Kenya and Uganda exhibit comparable integrated policies that encompass national frameworks for the administration and regulation of traditional medicine (UNESCO, 2021).
In contrast, Ghana demonstrates a more sophisticated integration of TM within its national healthcare system, supported by specialized regulatory authorities (Ampomah et al., 2023; WHO, 2014–2023). Furthermore, India and China possess thorough legal frameworks and extensive regulations governing TM products and practices, which include well-developed educational systems and health insurance provisions for TM (Fan et al., 2012; WHO, 2014–2023). The finding indicates a significant gap in the EFDA proclamation compared to the medicine acts of Ghana, Uganda, and Kenya. The review indicates that the medicine acts of these countries provide a more comprehensive definition of medicine based on its functions and sources and that they include detailed regulatory activities for traditional and complementary medicines (T&CMs), which might not be as explicitly outlined in the EFDA proclamation. Addressing these gaps could involve updating the EFDA proclamation to include clearer definitions and detailed regulatory frameworks for T&CMs, aligning more closely with the practices observed in Ghana, Uganda, and Kenya (Ghana FDA, 2012; NDA, 2021; PPB, 2011). This could enhance regulatory oversight and improve the quality and safety of medicines, including traditional and complementary types, in Ethiopia.
The study showed that around 79.7% of the participants were aware of THM legislation. Out of those who knew, only 65 respondents (34.4%) believed that the legislation on THM-related matters was comprehensive and adequate. This indicated that the existing regulations were not adequate. A similar report from Tanzania indicated that awareness of regulations and tools used for regulating the T&CM operations among practitioners was generally very low (Mujinja and Saronga, 2022). The respondents think that the current THM practices could lead to severe public health issues (81.0%). In a similar report from Uganda, most respondents were quite aware of the importance of TM in the sustenance of the healthcare system (Galabuzi et al., 2010). Additionally, 81.8% of the participants, which is about 157 of 192, were informed about the existence of regulations for THM practices and product safety to protect the public from such health risks.
In terms of government support, they perceive a strong commitment and support from the government in regulating THM (73.8%). This finding indicates the need for continued efforts to enhance the comprehensiveness and adequacy of THM legislation, address public health concerns related to THM practices, and ensure effective government support and regulation to protect public health. Furthermore, the study reveals critical information about the knowledge and awareness levels concerning traditional herbal medicine (THM) regulations. Approximately 51.9% of participants lacked sufficient knowledge about THM regulations concerning practices and preparations. The preparation of herbal medicines, particularly related to knowledge, was the primary focus of a report from North Gondar. This report corroborated the findings of the current study, emphasizing the significant role that traditional knowledge plays in the preparation and application of herbal medicines (Asmelashe Gelayee et al., 2017). In the current study, the awareness level regarding herbal medicine regulation was weak for 51.9% of the individuals, and a medium level of awareness was observed in 24.5% of the regulatory personnel. These findings suggest a significant gap in knowledge and awareness, both among the general participants and the regulatory personnel. This indicates a need for improved education and training programs to enhance the understanding and effective implementation of THM regulations.
Regulatory personnel play a critical role in ensuring the quality, safety, efficacy, rational use, and proper storage of traditional herbal medicines (Usure et al., 2024; Demeke et al., 2022). HM effectiveness depends on personnel’s solid awareness and active involvement in the herbal medicine regulatory landscape. In this study, approximately 59.8% of regulatory staff indicated that the rational utilization of THM products available on the market is inadequate. Furthermore, 33.8% of regulatory personnel highlighted that the quality of preparation techniques for HM by licensed traditional herbal medicine practitioners was poor. Additionally, 57.8% of respondents reported that the safety of THM practices was poor. In line with this study, a similar report from Tanzania reported that quality parameters with safety implications were not included in 48% of the active herbal substances (Mssusa et al., 2023). Because the use of herbal treatments continues to raise serious safety concerns, it is essential that the proper regulatory bodies take the necessary steps to safeguard the public’s health by guaranteeing that all herbal medications are both safe and of suitable quality (Ekor, 2014). Furthermore, 33.3% of respondents who work in regulatory offices reported that the storage conditions of HM at home for registered THMPs were inadequate. Properly scientifically sound storage conditions are critical for the shelf life of herbal medicine for safety and quality inheritance. The report from Kenya indicated that lack of acceptance/formal recognition by the relevant authorities, lack of representation, and poor harvesting and storage conditions were the main activities mentioned by practitioners (Okumu et al., 2017). The study presents a critical assessment of the Ethiopian Food and Drug Authority (EFDA) in terms of its performance in regulating traditional herbal medicines (THM).
A significant majority (70.2%) of EFDA regulatory personnel believe that the overall performance of their authority in the practical implementation of HM (herbal medicine) product regulatory activities was weak. Out of a total of 180 RHR respondents, 41.7% of participants reported the weak performance of their regulatory offices in implementing THM regulatory activities. The high percentage of EFDA personnel acknowledging weak regulatory performance suggests significant gaps in the regulatory framework and its enforcement. As the study showed, the weak enforcement of regulatory frameworks could lead to the proliferation of substandard or unsafe herbal and modern pharmaceutical products in the market, posing serious risks to public health (Balkrishna et al., 2024). The EFDA still has flaws in controlling both herbal medicines and modern pharmaceutical products (Suleman et al., 2016).
This study shed light on various aspects of traditional herbal medicine (THM) practices and product regulations, including the existence of monitoring and evaluation systems, self-assessment, work plans, and reporting systems. THM Practices and Product Regulation Plan, Monitoring, and Evaluation. The study participants agreed with the existence of monitoring and evaluation (63.7%), self-assessment (53.6%), work plan (81.9%), and reporting systems (68.4%) for THM regulatory activities. Despite the presence of these systems, 46.41% of respondents report a lack of self-assessment in THM practices, product regulation plans, monitoring, and evaluation. A significant gap exists in self-assessment practices among those involved in traditional herbal medicine (THM) regulations. Encouraging a culture of self-assessment and providing targeted training could help address this issue. By fostering a habit of regular self-evaluation, regulatory personnel can identify areas for improvement and enhance the overall effectiveness of their regulatory frameworks. Training programs could focus on teaching how to conduct thorough self-assessments and how to use the findings to make data-driven improvements in THM practices. This approach could help ensure that regulatory systems are more robust and responsive to emerging challenges (Saggar et al., 2022).
In this study, awareness, reporting trends, and sanctions applied to THM-related problems were surveyed for forwarding regulatory recommendations, which are critical for identifying and reporting issues related to THMs. The study found that unregistered THM services rendering premises and unregistered practitioners were reported by 18.6% (37/199) and 18.6% (40/215) of participants, respectively. More than 50% of the reported THM-related problems received sanctions from regulatory offices. Most study participants noted that legal and administrative sanctions were applied to the reported problems. Most respondents reported the absence of a formal reporting system, a lack of strong legal branches on TM, supposing the problem would not have a severe effect on public health, lack of evidence to report the problems, lack of public support, weak legal enforcement, and educational legal and administrative sanctions not being applied by regulatory offices as reasons for not reporting THM problems. In Ethiopia, a similar issue has been observed where weak legal enforcement contributes to the underreporting of problems related to herbal medicines (Demeke et al., 2022). This issue reflects broader challenges in regulatory frameworks and public health management.
Evaluating the factors that impact the performance of regulatory offices in regulating THM is essential for enhancing the efficiency of these regulatory entities. The study revealed that most respondents identified the lack of research on THM (90.3%), inadequate mechanisms for regulating THM practice and products (87.8%), limited public support (86.5%), weak enforcement of legislation (84.8%), constraints in human and financial resources (84.4%), and insufficient basic regulatory tools for THM (80.6%). It seems that Kenya faces similar challenges in herbal medicine regulation, with weak enforcement of legislation being a primary concern (Okumu et al., 2017). Addressing these concerns may involve increasing funding for research, developing stronger regulatory mechanisms, raising public awareness and support, strengthening legislative frameworks, and improving resource allocation (Ng et al., 2022). These measures would contribute to enhancing the overall effectiveness of regulatory bodies in overseeing THM.
The study also aimed to identify key obstacles associated with the regulation of traditional herbal medicine (THM) products, practices, and practitioners. As per the findings, traditional healers were suspicious of collaborating with scientific communities and showed reluctance to engage with them. The primary challenges confronting THM products included the insufficiency of current inspections conducted through various regulatory approaches (56.5%), the absence of scientific evidence on the safety, effectiveness, and quality of certain medicinal plants (55.3%), and the need for improved procedures and oversight of providers, tasks that fall under the jurisdiction of regional health regulatory bodies and the Ethiopian Food and Drug Authority (EFDA). This urgent need calls for better procedures and oversight of providers, which are within the purview of regional health regulatory bodies and the EFDA. A comparable report emerged from Australia, highlighting the challenges associated with establishing a framework for acquiring the necessary evidence to validate traditional herbal medicinal products, as well as defining a regulatory system that ensures sufficient research funding and safeguards the resulting intellectual property (Roufogalis, 2015). This undermines the broader issue of integrating traditional medicine into regulatory systems while ensuring safety, efficacy, and quality.
5 CONCLUSION AND OUTLOOK
The study aimed to evaluate the legislative and regulatory framework for the enforcement of THM regulations in Ethiopia. The study revealed deficiencies in the EFDA declaration regarding the definition of TM/HM products and practices; uncertainty surrounding the names, authority, and duties of TM regulatory bodies; lack of clarity on the sources, types, and criteria for regulated TM products; and the necessary connections between TM regulatory entities. The study found that only 34.4% of participants reported that the legislative content on THM was adequate. There was also a lack of knowledge about THM regulations. Additionally, 51.9% of regulatory personnel reported weak herbal medicine practices. Reasons for not reporting THM-related issues included the absence of a formal reporting system, inadequate laws, a lack of evidence, and ineffective legal enforcement. Approximately 70.2% of regulatory personnel expressed that their authority in implementing HM product regulatory activities was insufficient. The main factors impeding regulatory offices in terms of THM regulation were inadequate research on THM (90.3%) and a lack of appropriate mechanisms for regulating THM practices and products (87.8%). Other challenges included healers’ hesitancy to cooperate with scientific communities (56.5%), inadequate THM inspections (55.3%), and a lack of scientific evidence on the safety and effectiveness of medicinal plants (54.4%), which were critical obstacles in regulating THM products, practices, and practitioners.
For improvements to the future roadmap, strengthening the legal framework, enhancing knowledge and capacity, improving research and evidence bases, developing robust reporting and inspection systems, enhancing public support, and legal enforcement are pivotal in the advancement of traditional herbal medicine legislative and regulatory frameworks. By undertaking these critical areas, the EFDA has the capacity to enhance the supervision of traditional herbal medicine products, techniques, and experts, thereby ensuring the safety, quality, and efficacy of herbal medicine-derived products.
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