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ABSTRACT 

Food supplements or dietary supplements are food products containing single or combinations of 

micronutrients (vitamins and minerals), or other substances in a dose or concentrated form, and consumed in 

a small unit of quantities to supplement a normal human diet with benefits of health promotion, nutritional or 

physiological effects. Food supplements are sold worldwide, especially the micronutrient supplements 

because consumers use them to treat nutrition deficiencies, sustain life, and avoid costly disease treatments. 

However, there are some problems from supplement consumption resulting in consumer health effects. An 

international organisation like the CAC, therefore, adopted the codex guidelines on vitamin and mineral 

supplements in 2005 and disseminated all WTO members including EU, US, and Thailand to conform or 

harmonise into their national regulations. Objectives of this study are to acquire knowledge of regulatory 

systems of food supplements in EU, US, and Thailand and to propose recommendations for strengthening the 

regulatory system in Thailand by the comparative study among three countries.  

This comparative study shows that national regulations in EU, US, and Thailand including control 

measures of pre- and post-market systems have been comprehensively enforced under 3Ps perspectives 

(Product, Premises, Presentation) by conforming to the Codex guidelines. There are both similar and 

different measures implemented depending on national consumption data, available scientific information, 

and other factors, particularly economic and social issues. In the viewpoint of consumer protection, the EU 

regulatory system is the most effective since several requirements and activities are legally applied, 

however, main drawbacks are time-consuming and limitation of product development. In contrast, the US 

system is more flexible and industry friendly resulting in enhancing product development and availability 

for consumer choices. It also supports the US to have the biggest market share of supplement products in the 

world; however, major problems on insufficient scientific information and inactive communication network 

are huge obstacles for rapid response on non-compliant supplements. In Thailand, many measures on pre- 

and post-market controls have been enforced but the system should be improved for more effectiveness of 

consumer protection and increase in fair trade facilitation.  

Recommendations proposed for improving the Thailand system are to increase resources for scientific 

data, develop a specific hygiene and quality system for food supplements, establish an integrated control 

plan for the national monitoring, strengthen active communication and information exchange among 

stakeholders, enhance knowledge of officers, food business and consumers, improve other supportive 

measures such as an independent risk assessment body and a traceability system, as well as more 

researches on other substances, especially in botanical ingredients for an appropriate risk management.  

 

 

Keywords: food supplements, dietary supplements, regulation, EU, US, Thailand, pre-market control system, 

post-market control system 
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1. INTRODUCTION  

1.1  Research background and problem statement 

Food supplements called in EU1 or Dietary supplements, officially called in US (U. S. FDA, 1994)2 and  

Thailand (ACCSQ-TMHS, 2006)3 are classified as food products containing micronutrients and intending to 

supply the normal diet. Demand of supplements, used as a general term in this thesis, has been increased 

because of changing consumer behaviour patterns (Greger, 2001).  

Recently, consumer awareness on health continuously increases in line with availability of health 

information going hand in hand with the aging of populations and increasing risk for lifestyle diseases 

(Kearney, 2010). The relationship between disease and diet has most been discussed. Also, many scientific 

researchers have supported that the dietary imbalance is one major risk factor relating to food 

consumption. In particular micronutrients such as vitamins and minerals are significantly required in small 

amounts for human development, maintenance, and effective functions, imbalance of these nutrients leads to 

long-term diseases such as cancer and cardio-vascular disease (Hanekamp & Bast, 2007). Therefore, 

healthy food trend has universally increased, especially in food supplements. The use of supplements is 

widely common in the general population and athletes in EU, for examples, 47% of German women and 

41% of German men regularly take supplements consisting of vitamins, minerals, and their combinations 

which are the outstanding product comparing to other supplements (Reinert, Rohrmann, Becker, & Linseisen, 

2007). From a national survey, both Danish females and males commonly use micronutrient supplements 

approximately 60% and 51% of interviewed participants, respectively (Tetens et al., 2011). Consumption 

survey on dietary supplements in US between 2003 and 2006 has indicated that 49% of the US population 

(44% of males and 53% of females) take this product and approximately 30% of the surveyed population 

employs multi-vitamin and multi-mineral supplements containing vitamin B6,B12, C, A, and E  while 26-27% 

of the population use zinc-, and magnesium containing-supplements (Aoude P., 2012). In Asian countries, the 

trend of supplement consumption also significantly increases, e.g., the use of multivitamins and minerals 

supplements has increased from 23.2% in 1993-1996 to 35.8% in 2005-2008 based on the Nutrition and 

Health survey in Taiwan (Lin, Lin, Kao, Yang, & Pan, 2011). In Thailand a trend of domestic consumption of 

imported food supplements between 2001 and 2005 increased approximately 13% (Arunanondchai J., 

2007). A change of this consumption pattern in worldwide level results in enhancing global markets on the 

food supplements. According to the global market research in 2010 (Analytics, 2012), US was the largest 

world market for nutritional supplements which include vitamins, minerals, herbs, and other supplements 

related to boost the nutritional content of the diet. Western Europe and Japan were the next large markets 

of the nutritional supplement products, respectively. The nutritional supplement market can be divided into 

various segments, namely vitamins, herbal supplements, sport nutrition, minerals, meal replacement 

supplements, and specialty supplements. In 2010, the vitamins segment recorded highest sales compared to 

other segments. A research report of global vitamin and supplement market (Reportlinker, 2010) indicated 

the US was also the world leader in terms of market share with around 30% of worldwide market, or $20 

billion. The second biggest market share was Japan with approximately 22% of the world market or over 

                                                
1 Article 2(a) of the Directive 2002/46/EC 
2 Section 3 (a) of the DSHEA of 1994  
3 ACCSQ TMHS, 2006, p. 4 
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$15 billion while Europe had a 14% share of the worldwide market in vitamins and supplements. In the EU 

market, vitamins and minerals also had the largest share (50-55%) of the food supplements at retail level 

in 2009 (Brookes, 2010). In Thailand, based on collected data in 2005 (Arunanondchai J., 2007), 40 

percent of dietary supplements consumed in national level are imported, especially from US. Other 

exporting countries are such as Ireland, France, Switzerland, Japan, Netherlands, Germany and Australia, 

whereas Japan, Philippines, Singapore and Vietnam are major countries exporting raw materials into 

Thailand for further production.  

Because of this rapid increase in use of food supplements in the nationwide level, especially vitamins 

and minerals helping to sustain life and inexpensively treat nutritional deficiencies, many research studies 

(Havel, 1999; Lichtenstein A.H. , 2005) discussed the general issues of abuse of supplements, food, and 

drug from consumer perception and consumption. Major reasons resulting in confusion of usage of 

supplements are not only because the products are produced in forms which are similar to drugs and, but 

they are neither drug nor hormone based product. Consumers do not have enough nutrient information or 

lack or insufficient knowledge about supplements (Hanekamp & Bast, 2007) whereas incorrect and 

misleading information, especially in nutrition and health claims, is frequently found on product labels and 

advertisements (Coppens, Da Silva, & Pettman, 2006). To avoid this misleading and to ensure that food 

supplements are safe for consumer health, relevant regulations have been established including labelling 

and claiming in order that the food business operators (FBOs)4 provide correct and clear information to 

consumers without misleading to medical therapy (Eberhardie, 2007). At the international level, food 

standards and guidelines called Codex Alimentarius related to food supplements such as òGuidelines for 

vitamins and mineral food supplements; CAC/GL 55-2005ó have been developed to support trade 

facilitation and consumer health protection for all WTO members (Dumoff, 2004). Because the Codex 

Alimentarius is a set of non-legally binding standards, several countries provide deviating regulations based 

on their own scientific assessments. In addition, specific requirements on pre-market approval of food 

supplements as well as other food control measures such as precautionary and post-market control activities 

by food safety authorities have been established in order to evaluate safety aspects of these products and 

enhance consumer confidence in controlling these food supplements (Schwitters et al., 2007). By these 

differential laws between countries and various competent agencies involved with international trade in 

food supplements can be confronted. An exporting country may not be able to follow all requirements of 

the importing country due to lack of up-to-date information, insufficient knowledge and technology including 

budget to develop the product for further compliance. Moreover, a stricter rule of one country than other 

leads to an international trade obstruction (Yeung, Hobbs, & Kerr, 2006).  

 Apart from the problem of international trade obstruction, difficulties on controlling food supplements in 

a territory also arise. For example, in 2008, U.S. FDA received 596 reports of serious adverse events and 

352 voluntary reports of moderate or mild adverse events which related to dietary supplements resulting 

from the increasing market of dietary supplements in US from 4000 in 1994 to approximately 75,000 

products in 2008 (Marcus & Grollman, 2012). Confusion of legal interpretation of the definitions of food 

supplements and other similar products like medicinal products is one example of problems resulting in 

failure of legal implementation between Community and national laws in the EU (Krutmann, Humbert, 

                                                
4 FBOs refer to a responsible person on the food supplement business under the food law. This word is legally used in the 

EC laws, but it is also generally used in this study for regulations of US and Thailand with the same definition.  
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Karajiannis, & Fish, 2011). Moreover, some food supplements provide little or no information about side 

effects or interaction with other nutrients leading to damage the consumer health (Petroczi, Taylor, & 

Naughton, 2011). Similar to EU, a large proportion of the food supplement in Thailand is through internet 

and direct sale often by companies registered outside the country and reach products directly to consumers 

where they are not subjected to check on legal compliance. From 1st to 31stAugust 2012, the Thai FDA 

received 125 complaints from consumers and the most issues were related to food supplements because 

they reached consumers without pre-market authorisation and non-compliance with relevant safety 

requirements such as unsafe substances found in the products. Besides, a result from post-market surveillance 

in the same month, especially in advisements through websites indicated that major problems from food 

supplements were caused by misleading information, unauthorised health claims related to disease 

treatment, weight loss, or sex drive increases, particularly from imported products which are widely 

distributed via social media and websites (FDA., 2011)5. Some of these products often was not able to be 

traceable to the producers or manufacturer due to false information as well as the traceability system in 

Thailand was implemented based on voluntary measures while responsibilities of product withdraw and/or 

recall were mainly taken by competent authorities. Apart from problems of food supplements relevant with 

safety and advertisement aspects, consumers were also one of factors influencing problems on food 

supplements since they mostly had inadequate knowledge to choose safe and authorised food supplements 

affecting to their health. Recently, Thai people have changed lifestyle, especially in consumption behaviour 

to have more healthy life by eating healthy food and food supplements but less exercise. Most of people 

believe in benefits from properties of food supplement which are often over claimed as well as the food 

supplements can be easily reached to consumers via direct sale and websites so that the products have 

been widely spread to many local areas and have been consumed much more than necessary for consumer 

health (FDA.)6.  

 Therefore, appropriate and necessary regulations and legal actions relevant with food supplements to 

protect consumer health as well as facilitate food business operators are highly challenging to competent 

authorities of each country, particularly in Thailand to have more effective regulations and appropriate 

enforcement based on up-to-date scientific evidences as well as effective measures enforced in other 

countries like EU and US.  

1.2 Research objectives 

Main objectives for this thesis research are to  

1.2.1 Acquire knowledge of regulations and enforcement system of food supplements focusing on 

vitamins and minerals in EU, US, and Thailand comparing with Codex standards.  

1.2.2 Propose recommendations to strengthen the regulation and control system in Thailand based on 

the comparative analysis of these three countries for enhancing consumer protection, reducing limitations, 

and supporting trade facilitations. 

 

                                                
5 Thai FDA, Public and Consumer Affairs Division, 2012  
6 Thai FDA, Digital library.  
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1.3 Research questions 

The thesis research will provide answers for the following research questions:  

1.3.1 What are regulations of food supplements in EU, US and Thailand? 

1.3.2 How are the food supplements controlled before and after placing on market?  

1.3.3 What are similar and different measures based on regulations and control system of food 

supplements in Codex guidelines, EU, US and Thailand? 

1.3.4 In what way can regulatory system on food supplements in Thailand be strengthened? 

1.4 Methodology 

In order to understand regulations and controlling measures regarding food supplements focusing on 

vitamins and minerals from EU, US and Thailand, a legal research method is applied, consisting of a 

systematic review of legal document, policy documents and secondary literature. From collected data, all 

information on regulations and measures taken from EU, US and Thailand is analysed and compared as a 

basis to propose some recommendations for reinforcing the regulatory control of food supplement products.  

1.5 Thesis outline 

This thesis consists of six chapters. A scope of this thesis, methodology and outline are described under 

the first chapter. In chapter 2, general information on relevant authorities and their responsibilities to control 

food supplements from an international basis as the CAC to regional and national areas, particularly in EU, 

US and Thailand is presented. The third chapter elucidates about regulations including definitions and 

safety requirements for pre-market authorisation of food supplements including production control, 

labelling, and claims from EU, US and Thailand.  The next chapter focuses on activities for post-market 

control systems such as sampling and enforcement, monitoring and surveillance programmes, communication 

and information exchange, including empowerment and education for relevant stakeholders. The fifth 

chapter discusses similarities and differences of regulations based on international guidelines and control 

systems of food supplements in EU, US, and Thailand, and then the last chapter presents conclusions and 

some recommendations to strengthen the effective regulatory system of food supplements in Thailand. 
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2. ORGANISATIONS RELATED TO FOOD SUPPLEMENTS 

This chapter briefly provides information on organisations responsible for controlling foods including 

food supplements. The CAC is an international organisation working to develop food standards, guidelines, 

or recommendations on food safety under WTO and SPS agreements for protecting consumers and 

facilitating fair trade among WTO members. In general, the organisations in US, EU, and Thailand are 

arranged to control safety of foods including food supplements based on the risk analysis principle. 

Competent authorities are assigned for risk assessment and risk management while the communication tools 

are regularly used for the risk communication among stakeholders at all stages the food chain. However, 

they are differentially based on political and managerial systems of each country. In EU, EC adopted a 

fundamental system at the regional level while all MSs shall bring into force the national regulations with 

additional rules as necessary. In addition, the independent EFSA and the FVO support the effectively 

controlling system for EC and MSs to achieve a high level of consumer protection. Several agencies are also 

involved in food safety management in US but there is one major regulation on dietary supplements directly 

applied into both federal and state levels as similar as the system in Thailand.  

However there are different systems with various agencies involved in regulating and controlling food 

supplements. The main objective is mostly similar in EU, US, and Thailand by protecting their consumer health 

based on risk analysis and scientific evaluation to ensure the supplements placed on the market are not 

harmful and mislead to consumers. 

2.1 CAC 

 The CAC created in 1963 by the FAO and WHO under the UN is an international intergovernmental 

body responsible for implementing the Joint FAO/WHO Food Standards Programme(FAO/WHO, 2006b). 

The main objectives of this establishment are to protect consumer health and ensure fair trade facilitation in 

international markets of food through the development of Codex Alimentarius ð a collection of food 

standards, guidelines, codes of practices, and other recommendations relating to foods, their production, 

and food safety (Zlotkin, Siekmann, Lartey, & Yang, 2010). Recently, there are 185 members consisting of 

184 member countries and 1 member organisation (EU), and 211 Observers (48 intergovernmental 

organisations, 147 non-governmental organisations, and 16 UN organisations)(Codex, 2012a) coordinating 

closely to develop these food standard works. US and Thailand have been a member of CAC since 1963 

while EU has become an organisation member since 2003 (FAO/WHO, 2011)7. The CAC meets every two 

years, alternatively at FAO headquarters in Rome and at WHO headquarter in Geneva for plenary 

discussion and adoption of food standards. The process of codex standard development consists of 5 to 8 

steps that takes years to complete the final draft and submit to the CAC meeting (Dumoff, 2004). Once the 

draft standard is adopted by the CAC, it is published and added to the Codex Alimentarius (FAO/WHO, 

2006b).  

Under the Rules of Procedure of the CAC, the commission is empowered to establish subsidiary bodies ð 

Codex Committees and Coordinating Committees in order to continuously prepare and update food 

standards and related texts to approach the tasks of the CAC based on current scientific evidences, 

                                                
7 FAO and WHO, 2011,p. 194-195 
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technology of food production and needs of the member countries.  Codex committees were established 

specially regarding specific topics such as Food Contaminants, Food Labelling, Food Hygiene, Pesticide 

Residues, and Food Additives (Codex, 2012a). They annually meet to develop food standards, guidelines, 

or recommendations relating to their tasks and responsibilities.  

 

Figure 1 Joint FAO/WHO Food Standards Programme (FAO/WHO, 2011) 

For food supplements, there are four related codex committees; The CCFL works over claim on the 

labelling of any food including food supplements, the CCGP considers a wide range of principles for food 

such as guideline on risk analysis, the CCFH provides guidelines on food hygiene and quality system of food 

production, whereas the CCNFSDU is a primary committee working for food supplements (Dumoff, 2004). 
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The major tasks of the CCNFSDU have been identified in terms of reference (Federal Ministry of Food) as 

follows: 

1) To study specific nutritional problems assigned to it by the CAC and give advice to the Commission 

on general nutrition issues;  

2) To draft general provisions, as appropriate, concerning the nutritional aspects of all foods; 

3) To develop standards, guidelines or related texts for foods for special dietary uses, in cooperation 

with other committees where necessary; and 

4) To consider, amend if necessary, and endorse provisions on nutritional aspects proposed for inclusion 

Codex standards, guidelines and related texts. 

In 2012, the Federal Ministry of Food, Agriculture and Consumer Protection on behalf of the Federal Republic of 

Germany hosted the 34th CCNFSDU meeting held in Bad Soden am Taunus, Germany, on 3 to 7 December 

2012 (Federal Ministry of Food). 

 One of the successful works completed by the CCNFSDU relevant to food supplements is òGuidelines 

for Vitamin and Mineral Food Supplements, CAC/GL 55-2005ó (Codex, 2012b) fully adopted at the 28th 

CAC Session that was held in Rome on July 4-9, 2005 (U. S. FDA, 2012f). The guidelines apply only to 

supplements containing vitamins and/or minerals which are regulated as foods. Not only compositions of 

micronutrients, requirements of safety purity and bioavailability of the substances are addressed in the 

guidelines, but also the criteria on setting of minimal and maximum levels of each micronutrient are 

recommended. In addition, the guidelines clarify other safety requirements such as packing, labelling and 

claims (Codex, 2012b).   

 Codex Alimentarius including this food supplement guidelines are voluntary encouraged by the WTO to 

harmonise SPS measures among WTO members based on the WTO Agreement on the Application of 

Sanitary and Phytosanitary Measures or SPS Agreement (WTO, 2012)8. Moreover, they are used as a 

reference point for the resolution of trade dispute between the WTO members. However, under Article 3(3) 

of the SPS Agreement, the members may implement national SPS measures which are highly stricter than the 

codex standards if there is scientific evidence and it is necessary for protection of human, animal or plant 

life or health in their territories. In addition, the Codex Alimentarius are non-legally binding documents and 

the SPS agreement does not require members to adopt any codex document, unless a member adopts it as 

national regulation (Hathcock, 2005). Therefore, regulations and control measures of food supplements may 

differ in each country.  

2.2 EU 

 In the EU, a principal food regulation is the Regulation (EC) No. 178/2002 of the European Parliament 

and of the Council of 28 January 2002 laying down the general principles and requirement of food law, 

establishing the EFSA and laying down procedures in matters of food safety9 or called the òGeneral Food 

Law Regulation (GFL)ó which is applied to all foodstuffs including food supplements at all stages of food 

                                                
8 Article 3(1) of the SPS agreement  
9 Regulation (EC) No. 178/2002, OJ L 31,1.2.2002 
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chain. Under this regulation, common principles based on scientific approach, efficient organisational 

arrangement, procedure for decision-making in matters of food and feed safety, and responsibilities of 

relevant stakeholders with safe food production and distribution were established in order to protect public 

consumers at a high level as well as to support free-movement of foods among MSs (Coppens, Da Silva, et 

al., 2006).  

 Apart from the GFL addressing tasks and responsibilities of stakeholders related to foods,  one of 

major directives related to food supplements, especially for vitamins and minerals is the Directive 

2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the 

laws of the MSs relating to food supplements which was enacted and asked for all MSs to incorporate the 

EU Food Supplement Directive into national law by 31 July, 2003 with full compliance by July 2005 (Yeung 

et al., 2006). This directive not only establishes unique definition of food supplements, safety requirements, 

positive lists of permitted vitamins and minerals, and labelling criteria but also defines responsibilities of 

MSs, manufacturers, the EFSA, and the EC in order that food supplements marketed in EU are safely 

produced and controlled in a clear legal framework.  Other related EU laws to food supplements such as 

the food labelling, presentation and advertisement (Directive 2000/13/EC), Nutrition and Health claims 

(Regulation 1924/2006), and Hygiene for food supplement production (Regulation 852/2004) also 

address responsibilities of relevant organisations (Krutmann et al., 2011).     

 Relevant organisations and their responsibilities with food supplements under these regulations and 

directives are summarised as follows:   

2.2.1 EFSA 

Basically, the EFSA is responsible for risk assessment, scientific advice, technical support and risk 

communication for European regulations in all issues regarding directly or indirectly to food and feed 

safety10. For food supplements, the EFSA has a task to evaluate the safety and bioavailability of nutrient 

sources proposed for addition of permitted substances in Annex II of the Directive 2002/46/EC. There were 

39 out of 533 applications approved from the safety evaluation based on sufficient scientific knowledge 

and possible safety concern during 2005 ð 2009. These evaluations were taken by the Panel of food 

additive and nutrient sources added to food (ANS panel) under the EFSA (EFSA, 2011). Moreover, the 

Scientific Committee on Food (SCF) and the Panel on dietetic products, nutrition and allergies (NDA) of EFSA 

were asked by the EC to determine the safe maximum and minimal levels  of vitamins and minerals in food 

supplements (Eberhardie, 2007) to comply with Article 5 of the Directive of Food Supplements by 

performing a comprehensive evaluation of the possible adverse health effects of individual micronutrients at 

intakes exceeding the dietary requirements, and establishing Tolerable Upper Intake Levels (ULs) for 

various groups of consumers as possible (EFSA, 2011). The EFSA continuously reviews and re-evaluates 

safety aspects of vitamins and mineral based on available scientific information and publish opinions 

through the EFSA website. The EFSA also has to give advice and consultation to the EC for revision of the 

lists of vitamins and minerals in Annex I and II of the Directive11 and the lists of ingredients in Annex IIIa of 

food labelling12. For the health claim, the EFSA has a major task to do pre-market approval of all health 

                                                
10 Article 22 of the Regulation (EC) No. 178/2002  
11 Article 14 of the Directive 2002/46/EC 
12 Article 6(11) of the Directive 2002/46/EC 
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claims based on risk assessment principle and scientific substantiation (Krutmann et al., 2011; Yeung et al., 

2006).  

2.2.2 EC 

 Under the GFL, the EC takes responsibilities on risk management and risk communication on food 

safety13. The EC cooperating with MSs and the EFSA to achieve the general objective of a high level of 

human health protection based on risk analysis14 by considering risk assessments and relevant regulatory 

factors, weighting political and social alternatives and selecting appropriate safety requirements for food 

placed in the regional level. Moreover, The EC by collaborating with EFSA and MSs through the RASFF 

network15 takes actions on communication, management and adoption of implementing measures when an 

incident, emergency or crisis situation rises16.  

 For food supplements, all risk management and decision-making process are responsible by EC 

assisting with the Standing Committee on the Food Chain and Animal Health17, which consists of experts 

from MSs (Coppens, Da Silva, et al., 2006). After The EFSA has published the scientific report on ULs for 

vitamins and minerals since 2006,  the EC is on the process of defining maximum levels and selecting the risk 

management model for determining the maximum amounts of vitamins and minerals for addition to regular 

food. A discussion paper on the setting of maximum and minimum vitamins and minerals in foodstuffs (EC, 

2006) is now available and circulated to both MSs and relevant stakeholders for their response before 

further discussion. However, the final decision on establishment of maximum and minimum amounts of 

vitamins and minerals in foodstuffs and food supplement is not yet achieved (EC, 2007a). Furthermore, the 

EC has considered additional substances in the positive lists of the Directive 2002/46/EC which therefore 

has been amended by the Commission Directive 2006/37/EC of 30 March 2006, the Commission 

Regulation (EC) No 1170/2009 of 30 November 2009, and the Commission Regulation (EC) No 

1161/2011 of 14 November 2011 (EC, 2012c). 

2.2.3 FVO 

 The FVO plays an important role in food safety control in EU by supporting inspection in MSs and Third 

countries, audit, and verification of food safety control programme. Responsibilities of the FVO, especially 

for food safety are as follows (EC, 2012a): 

 1) Check on compliance with the requirements of EU food safety and quality legislation within the EU on 

compliance with EU import requirements in the third countries exporting to the EU. The FVO contributes inspectors 

to audit the third countries which would like to export food products to place in the EU market. 

 2) Develop and implement effective control system in the food safety sector by developing annual 

inspection programme, identifying priority areas as well as countries for inspection. By this task, the 

inspection programme in EU is kept up-to-date and published through the EC website.  

                                                
13 Article 3(12)- 3(13) of the Regulation (EC) No. 178/2002  
14 Article 6 of the Regulation (EC) No. 178/2002  
15 Article 50-52 of the Regulation (EC) No.  178/2002  
16 Article 53-56 of the Regulation (EC) No. 178/2002  
17 Article 13 of the Directive 2002/46/EC 
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 3) Develop EU policy in food safety especially in monitoring and inspection areas.  

 According to the FVO works on development and evaluation of the inspection programme in MSs and 

third countries including recommendations for strengthening inspection programmes, the post-market control 

system would be assured that consumer protection is highly achieved in all MSs and complied with relevant 

food legislations. However, an inspection programme especially for food supplements is mainly developed 

by MSs and may be recommended and/or evaluated by the FVO according to their roles. 

2.2.4 MSs 

 MSs have main responsibilities to enforce food law including relevant food regulations and monitor 

implementation of FBOs at all stages of the food supply chain at the national level18. An official control 

system, specific rules or measures can be appropriately implemented based on the risk analysis principle 

and a high level of consumer protection without barriers to trade with other MSs. The MSs also shall 

participate in the risk communication with EC, EFSA and FBOs in order that any unsafe food situation can be 

timely controlled and preventive measures adopted by EC are effectively implemented19.    

 For food supplements, MSs were required to firstly bring the directive 2002/46/EC into force the 

national law20. Furthermore, monitoring system of food supplements, their production, labelling and 

presentation including additional activities should be provided based on relevant directives and regulations 

to ensure that these products are placed on the internal market only if they comply with the rules of this 

directive and national requirements21. In cases of new information or reassessment of food supplements 

resulting in questions of safety for consumption, the MSs have tasks to temporarily suspend and immediately 

communicate to the EC for further discussion and adoption of appropriate measures22. 

 Apart from the Directive of Food Supplement, the MSs also can specifically regulate national 

requirements or regulations to control food supplements based on domestic consumption data, scientific 

evidences and necessity for consumer protection without trade barrier in the regional market. For example, 

competent authorities of some MSs may require pre-market authorisation for new food supplement products 

which contain ingredients other than in the positive lists of the Directive. The procedures and requirements 

may differ from each MS (Krutmann et al., 2011). Another example is about health claims for food 

supplements, most of MSs have informal pre-approval systems while the post-market claim approval is 

normally handled by different post-clearance systems (Yeung et al., 2006).  

2.2.5 FBOs 

 FBO(s)23 is comprehensively defined from producing to catering foods including food supplements for 

consumers shall ensure that their products produced and marketed in EU are complied with relevant safety 

requirements24, and in case of non-compliance, corrective measures shall be immediately taken such as 

                                                
18 Article 17(2) of the Regulation (EC) No. 178/2002  
19 Article 50, 53-54 of the Regulation (EC) No. 178/2002  
20 Article 15 of the Directive 2002/46/EC 
21 Article 3 of the Directive 2002/46/EC 
22 Article 12 of the Directive 2002/46/EC 
23 Article 3(6) of the Regulation (EC) No. 178/2002  
24 Article 17 of the Regulation (EC) No. 178/2002  
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product withdrawal from the market and/or recall from the consumers as well as communicating to 

competent authority for more effective elimination of the risk25. Moreover, FBOs have to establish the 

traceability system for timely tracing, tracking, and controlling any potential risk in the food production 

chain26. With any damage of consumers caused by defective food products, the FBOs shall be liable and 

take a responsibility according to the Directive 85/374- liability for defective products27. 

 For Food supplements, more specific regulations shall be complied based on the Directive 

2002/46/EC, relevant regulations as well as national requirements as applicable. FBOs shall produce food 

supplements containing permitted ingredients set in the positive list. The quality, purity, consistency and 

stability of the products shall be controlled through compliance with GMP for foodstuffs (Hanekamp & Bast, 

2007). FBOs have to provide label and claims of food supplements that comply with the related 

requirements and shall inform the competent authority when placing in the market in order to not only 

support efficient monitoring system but also avoid misleading to consumers and confusing with other 

products such as herbal remedies, medicinal products.  

 

 

Figure 2 Relevant organisations related to food supplements in EU. 

                                                
25 Article 19 of the Regulation (EC) No. 178/2002  
26 Article 18 of the Regulation (EC) No. 178/2002  
27 The Council Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and 

administrative provisions of the Member States concerning liability for defective products.  
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2.3 US 

 The Dietary Supplement and Health Education Act (DSHEA) of 1994 (U. S. FDA, 1994) signed into law 

on October 25, 1994 is a major regulation to control dietary supplements from production based on current 

GMP (CGMPs), labelling requirements and claims (Wollschlaeger, 2003). This regulation defines definition 

of dietary supplements separately from drugs (Hanekamp & Bast, 2007; S. A. Mason, 2010).   It is also an 

industry-friendly legislation since the U.S Congress considered and passed this Act based on a main reason 

that òdietary supplements are safe within a broad range of intake, and safety problem with the 

supplements are relative rareó (S. A. Mason, 2010)28 . From this regulation, two additional governmental 

bodies were established, namely the Commission on Dietary Supplement Labels29 and the ODS30. The 

DSHEA amends the Federal Food, Drug, and Cosmetic Act (FD&C Act) of 1938 to include the regulation and 

labelling systems on dietary supplements (Wollschlaeger, 2003) while roles of the U.S. FDA are changed 

for this product. 

 Moreover, other regulations related to dietary supplements in US are the Nutrition Labelling and 

Education Act (NLEA) of 1990 requiring scientific evaluation and approval standard for health claims 

whereas the Food and Drug Administration Modernization Act of 1997 containing an expanded procedure 

for authorisation health claim for food. The Dietary Supplement and Nonprescription Drug Consumer 

Protection Act of 2006 (U. S. FDA, 2006a) mandates manufacturers, packers or distributors of dietary 

supplements to submit all serious adverse event reports to the HHS.  

 Relevant stakeholders and their responsibilities on safety of dietary supplements focusing on vitamins 

and minerals are summarised as below:  

2.3.1 The Commission on Dietary Supplement Labels 

 An independent agency within the executive branch31 composes of 7 members appointed by the 

President with expertise requirements32. The seven members of commission appointed by the president in 

October, 1995 consist of three nutritionists, two experts on herbs, one attorney, and a specialist in 

government relations and public affairs ("DSHEA Summary & Analysis,"). Functions of this commission33 are 

to conduct a study on dietary supplement label claims and provide recommendations for the regulation of 

label claims and statements for these relevant products. The best truthful, scientifically valid and 

appropriate information should be evaluated in order to avoid consumers from confusing or misleading 

information. After a final report is submitted to the President and the Congress within 24 months, the 

Secretary of HHS must implement any necessary regulatory changes, through formal regulations within two 

years34.  

 

                                                
28 Mason, 2010, p. 112 
29 Section 12 of the DSHEA of 1994 
30 Section 13 of the DSHEA of 1994 
31 Section 12 (a) of the DSHEA of 1994 
32 Section 12 (b) of the DSHEA of 1994 
33 Section 12 (c) of the DSHEA of 1994 
34 Section 12 (e) of the DSHEA of 1994 



Regulation of food supplements (Vitamins and Minerals) in EU, US, and Thailand: A comparative study 

 

 

             Page 22 

2.3.2 HHS 

Missions of HHS are to protect all Americans ôhealth and provide essential human services, especially 

for people who are least able to help themselves. The HHS works closely with state and local governmental 

bodies on health programmes for justifiable treatment of beneficiaries countrywide (HHS). Besides, ten 

regional offices hosted by the Office of Intergovernmental and External Affairs work closely with state, 

local, and tribal levels in order to ensure that all relevant responsibilities of HHS are successfully achieved. 

Each regional office is managed by a Regional Director who is appointed by the U.S. president (HHS).  

 

Figure 3 HHS Organisational Chart (modified from HHS website (HHS)) 
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 There are two main agencies straight related to dietary supplements:  

2.3.2.1 ODS 

 The ODS is mandatory established in 1995 within the National Institutes of Health (NIH) under the 

HHS35 in order to strengthen knowledge and understanding of dietary supplements by promoting scientific 

research in the area of dietary supplements. Responsibilities of ODS36are described (ODS) as follows;   

 1) Explore more fully the potential role of dietary supplements as a significant part of the efforts of 

the United States to improve health care. 

 2) Promote scientific study of the benefits of dietary supplements in maintaining health and preventing 

chronic disease and other health-related conditions. 

 3) Conduct and coordinate scientific research within NIH relating to dietary supplements. 

 4) Collect and compile the results of scientific research relating to dietary supplements, including 

scientific data from foreign sources. 

 5) Serve as the principal advisor to the Secretary and to the Assistant Secretary for Health and 

provide advices to the Director of NIH, the Director of the Centres for Disease Control and Prevention, and 

the Commissioner of the Food and Drug Administration on issues relating to dietary supplements.  

 Duties of the ODS result in significant improving human health and preventing chronic disease and 

other health related condition based on the scientific sounds (Wollschlaeger, 2003).  

 2.3.2.2 U.S. FDA 

 The U.S. FDA established within the HHS has primary responsibilities on dietary supplement in aspects of   

 1) Providing proven evidence if the dietary supplement is adulterated37. In such a case, the HHS is 

mainly responsible to order the product withdrawal.    

 2) Giving pre-market authorisation in case of new ingredients of dietary supplements only38 .  

 3) Requiring manufacturers to notify statements of nutritional support within the period39.  

 4) Establishing of CGMPs for dietary supplements40 that results in requiring expiration date labelling 

on dietary supplements.  

 5) Monitoring supplements after they are placed on the market, especially in claims on the product 

labelling including packages based on the FD&C Act. For an example, stop any company from selling an 

unsanitary or some toxic dietary supplements (Wollschlaeger, 2003). 

                                                
35 Section 13 (a) of the DSHEA of 1994 
36 Section 13 (c) of the DSHEA of 1994 
37 Section 4 of the DSHEA of 1994 
38 Section 8 of the DSHEA of 1994 
39 Section 6(6) of the DSHEA of 1994  
40 Section 9 of the DSHEA of 1994 
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2.3.3 FTC 

 The Bureau of Consumer protection of FTC has main responsibilities on consumer protection against unfair, 

deceptive, or fraudulent practices in the marketplace based on the FTC Act of 1914. Investigation and complaints 

from consumers are conducted by the Bureau to take any measure for consumer protection. Moreover, 

development of relevant rules and consumer education are also mainly tasks of this agency (FTC, 2012).  

 For dietary supplements, the FTC cooperating with U.S. FDA under the FTC-FDA Liaison Agreement has 

primary responsibilities for claims for advertising, including print and broadcast advertisement, infomercials, 

catalogues, website and other direct market materials. Deceptive advertisements are broadly not 

permitted41, while false advertisements of drugs, devices, services, cosmetic, and food including dietary 

supplements are prohibited42. òDietary Supplements: An Advertising Guide for the Industryó (FTC, 2001) 

has been published to facilitate business who produce and advertise dietary supplements in the U.S. market.   

2.3.4 Agencies at the state level 

 In principle, the federal law is the supreme law of the nation. However, an exclusive state regulation 

can be enacted if there is perceived by the U.S. congress based on necessary for health and safety with 

commercial balance (Law, 2005)43. Moreover, competent authorities working on the food safety control and 

enforcement areas may differ depending on each state, for examples, in New York City, the Department of 

Health (DOH) and the Department of Agriculture & Markets (DAM) are main agencies collaborating on 

food regulations and enforcement including dietary supplements whereas the Department of State Health 

Service in Texas has a major task to control food product and dietary supplements as well as consumer 

education (Texas, 2011). For dietary supplements, several states implement no regulation beyond that 

required by federal law like the DSHEA while some states apply additional actions than the federal 

requirements such as warning label, retail restriction measures (Law, 2005).  

2.3.5 FBOs 

 Since the U.S. FDA shall bear the burden of proof on safety issues of dietary supplements, 

manufactures are not required to demonstrate effectiveness of dietary supplements before placing on the 

market, unless there are new ingredients and/or health benefits are claimed as defined under the DSHEA 

(Hatchcock, 2001). However, the manufacturers shall take responsibility on ensuring quality assurance, 

product safety, product efficacy, the accuracy of product claims and the application of food standard 

CGMPs. To comply with these responsibilities, the manufacturers have to provide (Brownie, 2005):   

 1) Quality assurance data assuring that the product are safe and complied with requirements,  

 2) Evidences that substantiates product claims,  

 3) Information and record data about product registration, however, they are not required by law to 

register their products with the U.S. FDA, and  

                                                
41 Section 5 of the FTC Act of 1914 
42 Section 12 and 15 of the FTC Act of 1914 
43 New York State Task Force on Life & the Law, 2005, p.69 
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 4) Evidence of compliance with food standard CGMPs.  

 

Figure 4 Relevant organisations related to dietary supplements in US. 

2.4 Thailand 

 The fundamental law to control food safety in Thailand is the Food Act B.E. 2522 (1979) (T. FDA, 

1979) giving a clear definition of food including relevant key words44, assigning the MoPH to be in charge 

of the execution of this Act to appoint competent officers, legislating Ministerial Regulations, Notifications of 

MoPH, Announcements of the Food and Drug Administration and setting up other activities in order to reach 

mission of this Act45. It also determines comprehensive scopes of controlling quality and safety in foods such 

as methods of production, importation, ingredients used in foods, containers and packages, labels, 

inspection and seizure, and method of analysis46. The Food Commission and assigned tasks are addressed 

under chapter 1 of the Act. 

 Apart from the Food Act, a notification of the MoPH (No. 293) B.E. 2548 (2005) (T. FDA, 2005) mainly 

applies to both domestic and imported dietary supplements as defined in clause 2 and 3 of the notification. 

A positive list of permitted substances shall be issued by the Thai FDA and approved by the Food 

Commission before compulsory implementation in the national level47. Moreover, safety requirements on 

                                                
44 Section  4 of the Food Act B.E. 2522 (1979) 
45 Section  5 of the Food Act B.E. 2522 (1979) 
46 Section  6 of the Food Act B.E. 2522 (1979) 
47 Clause 4(1) and 4(5) of the notification MoPH (No. 293) B.E. 2548 (2005) 
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ingredients, contamination, production, labelling, health claim, and packaging have been described under 

this notification by referring to relevant regulations such as notifications of the MoPH for Food additives, 

GMP, Packaging, Labelling, and Health claims.  

 Under these regulations, many competent agencies are involved with different responsibilities on safety 

and quality control for dietary supplements which can be described as follows.   

2.4.1 Food Commission 

 The Food Commission is established under section 7 of the Food Act B.E. 2522 (1979) which consists of 

the Permanent Secretary of the MoPH acting as Chairman, Secretary General of the Thai FDA, Director 

General of the Health Department or representative, Director General of Medical Service Department or 

representative, Director General of the Communicable Disease Control Department or representative, 

Director General of the Medical Science Department or representative or representative, Director General 

of Science and Service Department or representative, Director General of Department of Domestic Trade 

or representative, Director General of Customs Department or representative and representatives from the 

Ministry of Defense, Ministry of Agriculture and Legislative Commission. Under this section, the Deputy 

Secretary-General of the Thai FDA is appointed to be secretary of the commission while the director of 

Bureau of food acting as secretary assistant. Moreover, The Minister in charge of chairman shall appoint not 

more than 9 qualified persons as members of the food commission. Among 9 persons, representatives of 

FBOs shall not more than 4 persons.  The members of food commission appointed by the Minister shall have 

a team of two years and may be reappointed48. By considering the members of the food commission, all 

relevant stakeholders covering food chain are involved.  

 Responsibilities of the food commission49 are  

 1) Promulgation of regulations in order to control quality and safety of food50  

2) Consideration on application for extension of licence and the granting of licence to produce food for 

sale in Thailand51. 

 3) Withdrawal of the product licence52. 

 4) Decision making on any action to destroy or treat food or containers in any way as appropriate if 

there is evidence showed that it is either impure, adulterated, substandard, specified by the Minister, or 

hazardous to public health which is not complied with relevant food regulations53.  

 5) Consideration on suspension or revoke of the licence if there is evidence showed that the produced 

food is not complied with relevant regulations54.  

                                                
48 Section 9 of the Food Act B.E. 2522 (1979) 
49 Section 8 of the Food Act B.E. 2522 (1979) 
50 Section 6 of the Food Act B.E. 2522 (1979) 
51 Section 19 of the Food Act B.E. 2522 (1979) 
52 Section 39 of the Food Act B.E. 2522 (1979) 
53 Section 26-29 of the Food Act B.E. 2522 (1979) 
54 Section 46 of the Food Act B.E. 2522 (1979) 
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2.4.2 MoPH 

 The MoPH is a principle agency in Thailand responsible on public health at the national level. Minister 

of the MoPH assigned by the Prime Minister takes managerial tasks to successfully accomplish the missions 

(Health, 2008) which are  

 1) Determination of national and international health policy and strategy in accordance with current situation.  

 2) Development of effectively integrated health service system in order to facilitate public health in 

both general and emergency circumstances.  

 3) Support the society to improve potential health and behaviours.  

 4) Development of health management system based on adequate standard and sustainable mechanism.  

 5) Determination of health research areas and knowledge management  

 

Figure 5 Organisation structure of the MoPH of Thailand (T. FDA, 2004a)55 

 A main responsibility on risk assessment and advisory options to the Food Commission for further 

decision making is taken by sub-committees which were established and revised by the Food Commission in 

                                                
55 Thai FDA, 2004, p.6 
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August 31st, 201256. Each sub-committee composes of experts specifically in scientific skill and knowledge 

related to risk assessment, representatives from governmental agencies relevant with nutrition, analytical 

methods, agricultural commodities, animals, and foods, representatives from academic institutes like Institute 

of Nutrition, representatives from public and consumer sectors like the Office of Consumer Protection 

Boards, Foundation of Consumer as well as from private sectors such as the federation of Thai industries.  

For risk assessment of dietary supplements focusing on vitamins and minerals, there are 7 sub-

committees working for specific related aspects, namely sub-committee on Problem analysis and Technical 

researches, sub-committee on Nutrition and Nutrition & Health Claims, sub-committee on Food Additives, 

sub-committee on Packaging, sub-committee on Analytical Methods for Food, sub-committee on GMP & 

Food Production Facilities, and sub-committee on Food Labelling. These sub-committees discuss and analyse 

scientific information and researches from both national and international data to assess the potential risks 

related to supplements before providing options and advices to the Food Commission, as well as 

developing guidelines and/or criteria for manufacturers, consumers and officers in order to implement the 

food regulation effectively. In some cases, working groups are temporary established under the Bureau of 

Food to support the relevant sub-committees by collecting scientific data and studying regulations or 

measures of supplements in other countries.  

Apart from sub-committees and working groups, several competent authorities under the MoPH are also 

responsible for working to control safety and quality of products before and after placing on the market in 

order to protect consumer health.  They are as follows: 

 2.4.2.1 THAI FDA 

 The Thai FDA established under the cluster of Public Health Service Support of the MoPH plays a main 
role to protect consumer health, especially to ensure safety, quality and efficacy of health products that 
includes foods, drugs, psychotropic substances, narcotics, medical devices, volatile substances, cosmetics and 
hazardous substances sold in the territory. The regulations, enforcement, preventive measures and other 
activities related to consumer protection are implemented in accordance with national legislations and 
international agreements (T. FDA, 2004c). The Thai FDA takes responsibilities in five main areas:  

 1. Pre-market control that includes manufacturing facilities, product quality, safety, and advertisement 
before placing in the market.  

 2. Post-market control such as investigation of product and premises to ensure that they maintain 
compliance with relevant regulations and requirements. A sampling plan is a tool used for both domestic 
and imported products to achieve these compliances.  

 3. Surveillance programme including research and epidemiological data on adverse effects and 
information exchange to detect unexpected outcomes from consumer resulting from usage of products 
controlled under Thai FDA.  

 4. Consumer education through public media such as television, radio, newspaper, leaflets, internet, as 

well as active campaigns conducted in department stores, schools and villages in order to support accurate 

and useful information to consumers.   

                                                
56 Section 12 of the Food Act B.E. 2522 (1979) 
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 5. Technical Support and Cooperation with other agencies in food supply chain.  

 Under the Thai FDA, three main agencies work specifically related to dietary supplements; 

 1) Bureau of Food  

The Bureau of Food has been promoted from the Food Control Division since 2011 to take main 

responsibilities for food control on quality and safety under the Food Act B.E. 2522 (1979) which are 

summarised as follows:  

1. Setting up food standards and specifications as well as hygienic and labelling requirements;  

2. Controlling the domestic production and importation of food products;  

3. Reviewing/granting approvals for the registrations of foods as defined in regulations including 

advertisements and packaging materials;  

4. Inspecting food manufacturing premises and sellers;  

5. Conducting sampling and quality assessments of food products as well as epidemiological studies;  

6. Taking legal actions, e.g. seizure, product recalls, prosecution;  

7. Promoting consumer awareness and voluntary compliance of food manufacturers;  

8. Controlling food-producing plants so that they meet national standards by using GMP;  

9. Collaborating with other government agencies, the private sector as well as international 

organisations in the matters related to Technical Corporation and information exchange 

2)  Rural and Local Consumer Health Products Protection Promotion Division (RLCP) 

 The RLCP division established in 2002 mainly works as the cooperating centre between the Thai FDA 

and 77 Provincial Public Health Offices across Thailand in order to promote, support, and develop health 

product quality and safety in the rural and local areas. The RLCP also facilitates information related with 

regulations and implementing measures approved by The Thai FDA to all Provincial Public Health Offices as 

well as other governmental agencies related to food in normal and emergency situations (T. FDA, 2004b).  

3) Bureau of Import and Export Inspection  

The Bureau of Import and Export Inspection is in charge of inspection and monitoring imported health 

products including foods57 at 35 checkpoints (T. FDA, 2011b) crossing all borderlines in Thailand by 

effectively collaborating with other agencies under the Thai FDA and other departments under the MoPH. 

Moreover, other ministries relevant with a food chain such as the Customs Department, the Ministry of 

commerce, the Ministry of Industry, the Ministry of Agriculture and Agricultural Cooperatives collaborate 

with this agency to develop monitoring and surveillance plan as well as relevant activities for the law 

compliance and consumer protection. 

                                                
57 Section 15-16 of the Food Act B.E.2522 (1979) 
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 2.4.2.2 PROVINCIAL PUBLIC HEALTH OFFICES 

All 77 Provincial Public Health Offices play an important role on monitoring, enforcing and taking any 

actions approved by the Thai FDA based on the Food Act B.E. 2522 (1979) and relevant food regulations. 

These offices also support controlling food safety at the provincial and local levels by developing food 

sampling plans in accordance with the annual sampling plan of the Thai FDA. In case of emergency situation, 

the Provincial Public Health Offices collaborate with relevant authorities to take any action in that 

responsible area to timely protect consumer health as well as to educate consumer on food safety.  

2.4.2.3 DEPARTMENT OF MEDICAL SCIENCE (DMSc.) 

 The DMSc. serves as the national reference laboratory in Thailand and provides analytical services 

for medical, cosmetic, medical device, herbal and health products based on relevant regulations. This 

agency also supports development of laboratory units in regional levels which recently are 14 Regional 

Medical Science Centres in order to support roles of DMSc. at regional, provincial and local areas (DMSc., 

2011). For food products including dietary supplements, the Bureau of Quality and Safety of Food (BQSF) 

under the DMSc. is in charge of a national reference laboratory for food and analytical method 

development. Responsibilities of the BQSF are as follows (BQSF): 

 1. Providing services for food analysis to protect consumers and improve the quality of food production. 

 2. Conducting and developing research on analytical methods for routine use. 

 3. Conducting quality assurance activities to assure the quality of analytical performance. 

 4. Cooperating and coordinating with national and international organisations in areas of food and food-

related. 

 5. Developing food test kits for use outside laboratory and conducting food safety programme to 

support the national food safety policy. 

 Dietary supplements both launched in the market and imported into Thailand shall be sampled by the 

Thai FDA and analysed by the BQSF based on the related regulations. Results of the analysis are mainly 

considered by the Thai FDA for law enforcement.  

2.4.3 FBOs 

According to the Food Act B.E. 2522 (1979) and relevant regulations on dietary supplements, FBOs 

shall produce or import and control the food products both before- and after- placed on the domestic 

market. Scientific evidences and results of analytical testing shall be provided and submitted through the 

pre-market authorisation. In addition, facilities of the production, labelling, packaging, health claims, and 

advertisement shall be complied with the regulations addressed in the Notification of MoPH Re: Dietary 

Supplements. The FBOs also closely collaborate with competent authorities in case of any action taken to 

protect consumer health. The FBOs shall be punished58, if the supplement is not complied with mandatory 

requirements.  

                                                
58 Chapter 8 of the Food Act B.E. 2522 (1979) 
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Figure 6 Relevant organisations related to dietary supplements in Thailand. 

2.5 Summary 

In a short summary, food supplements are significantly controlled by both international and national 

organisations. The CAC plays an important role of risk management at international level collaborating with 

many Codex committees responsible on risk assessment to provide guidelines and recommendations 

regarding the supplements. According to the WTO and SPS agreements, the WTO members including EU, 

US, and Thailand actively participate in the CAC and relevant Codex meetings for developing these codex 

guidelines based on the main purposes that are consumer protection and fair trade facilitation. At regional 

and national levels, EU, US, and Thailand have assigned several agencies to legislate and monitor 

micronutrient supplements sold on the market on the basis of risk analysis principle in order to protect 

consumer health, control reliable information for consumer choice, and facilitate trade in both domestic and 

international markets. In EU, the EC is in charge of risk management at the regional level, whereas all MSs 

take responsibilities on legal enforcement and monitoring product compliance. Comparing to US and 

Thailand systems, the EU has more potential risk assessment since the EFSA is an independent agency 

supporting technical and scientific options to the EC and MSs without trade interferes. The U.S. FDA and the 

FTC are mainly agencies for controlling food supplements in US, while the Thai FDA is one major agency to 

handle a lot of work on food supplements that may affect the effectiveness of consumer protection. 

Regarding the study on organisation aspect, there are many stakeholders involved in each regulatory 

system of food supplements; therefore, defined responsibility, clear collaboration and active communication 

are essential elements of the efficient control system.  
















































































































































































































