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[bookmark: _Toc106024856]Background
[bookmark: _Toc33773666][bookmark: _Toc106024857]Remit and scope
In 2017, the Swedish Food Agency was tasked by the government to conduct an inquiry and, if necessary, introduce national regulations on maximum daily intakes of vitamins and minerals in food supplements.[footnoteRef:2] In March 2020, the Food Agency put out a consultation document, proposing the introduction of several maximum values. However, the majority of the consultation bodies, in particular industry representatives, were critical of the proposal, citing, among other things, the lack of scientific evidence on the risks posed by the UL values drawn up by EFSA.  [2:  Food Agency spending authorisation for the 2017 financial year, decision of 20 December 2016.] 

The Food Agency subsequently chose to limit the proposal to maximum levels only for vitamin D and iodine. This was done in light of the fact that over-consumption of vitamin D and iodine poses significant risks to the health of the general population. These risks have been substantiated by scientific studies, and both substances are present at high levels in food supplements on the market. The proposal makes it possible for food business operators to apply for a derogation from the proposed maximum levels with respect to individual products. For such a derogation to be granted, the company must be able to demonstrate, on the basis of scientific evidence, that the product does not pose a safety risk to human health.
In conjunction with the Food Agency’s inquiry into the need to introduce maximum levels for vitamins and minerals in food supplements, the Agency’s Regulations (LIVSFS 2003:9) on food supplements have also been revised in their entirety. 
[bookmark: _Toc33773667][bookmark: _Toc106024858]Implementation 
The establishment of maximum levels for vitamins and minerals requires separate risk assessments for each substance to determine those quantities of vitamins and minerals that may pose a risk to human health. In keeping with the principles of risk analysis, risk assessment and risk management were carried out separately. Considerations took into account the risk to the general population, the quality of scientific evidence with respect to the maximum value and the impact of the measure. 
Considerations regarding the risk to the general population and the quality of scientific evidence were made during the risk assessment. The risk assessment resulted in amounts for a daily dose of the respective vitamin and mineral, which were considered safe to consume for the general, healthy, adult population for a long period of time. These values are based on compilations of the most up-to-date and reliable data from various authorities and scientific institutes dealing with safety, such as ULs[footnoteRef:3]. The UL refers to the dose an individual can ingest daily for a long period of time without risk of adverse effects. The UL usually refers to the limit for the total intake of the vitamin or mineral, i.e. from both diet and food supplements, but there are also instances where the UL is determined for intake only from food supplements. For risk assessment purposes, the dietary intake of consumers in Sweden was deducted from the UL value where the UL value related to the total intake (from diet and food supplements). Dietary intake is derived from national surveys on dietary habits, based on those consumers who consume the most (95th percentile of the population).  [3:  Tolerable upper intake level] 

For risk management purposes, the impact of measures was considered. These were assessed primarily in terms of the impact of the measure on consumer safety. The impact on businesses was also taken into account to the extent that safety for consumers can still be guaranteed. 
Factors taken into account with respect to risk management are:
1. severity of the impact on consumer health from high levels of substances and the proportion of the population that may be affected; 
2. market prevalence of supplements having high levels of vitamin D and iodine; and
3. the impact of the measures on consumers.
[bookmark: _Toc33773669][bookmark: _Toc106024859]Vitamins and minerals in food supplements
Food supplements often contain vitamins and minerals, which are groups of nutrients necessary for the body to function. As these are not produced in the body (with the exception of vitamin D produced when exposed to sunlight), our bodies need to obtain them from food. Most people get all the nutrients they need by eating a varied diet.
For some groups of the Swedish population, such as pregnant and elderly people, the need for vitamins or minerals is not always covered by diet alone and some substances may therefore need to come from food supplements.
The need for vitamins and minerals for Nordic consumers has been set out in the Nordic Nutrition Recommendations (NNR)[footnoteRef:4], in the form of a recommended intake (RI). RI is determined on the basis of the average need and then adding a margin to cover the needs of practically the whole population or the group to which the recommendation refers. RI refers to the sum of dietary and food supplement intakes. The recommended intake for the general, healthy, adult population is achieved by eating a varied diet and normally food supplements are not needed to cover this. [4:  Nordic Nutrition Recommendations 2012: Integrating nutrition and physical activity. (2014) (5th edition). Copenhagen. https://doi.org/10.6027/Nord2014-002] 

The recommended intake of vitamins and minerals may vary according to age and sex. The recommended intake of some vitamins and minerals is higher for pregnant and breast-feeding women to meet the nutritional needs of the foetus or the child. 
Vitamin D
Vitamin D is needed to regulate the calcium balance in teeth and bones, and iodine plays a central role in the body’s metabolism. Fish, eggs and foods fortified with vitamin D are important sources of vitamin D. Vitamin D is also produced in the skin when we are out in the sun. 
The recommended intake (RI) for vitamin D varies. For the general, healthy, adult population, consuming 10 micrograms of vitamin D per day, from food and supplements combined, is sufficient. Adults over 75 years of age or those with limited exposure to the sun need to consume 20 micrograms per day.
Those who eat fish and foods fortified with vitamin D usually get enough vitamin D from their food. Vegans, the elderly and people who are not exposed to sunlight may need supplements.
Iodine
The main source of iodine is iodised salt, but iodine is also found in milk, eggs, fish and seafood. Three grams of iodised salt corresponds to the recommended daily intake of iodine for adults. 
The recommended intake (RI) for iodine varies. For the general, healthy, adult population, consuming 150 micrograms of iodine a day, from food and supplements combined, is sufficient. Pregnant and breast-feeding women need more; 175 and 200 micrograms a day, respectively. 
Consumers of iodised salt usually get enough iodine from their food. Those who don’t, may need supplements. There is a very small margin between the amount of iodine required so as to avoid harm from being deficient and the amount that can cause harm due to being too high, especially for the groups with greatest need. Having a well-balanced intake of iodine is therefore important.

[bookmark: _Ref31617911][bookmark: _Ref31618446][bookmark: _Ref31618884][bookmark: _Toc33773670]While we do need to ingest vitamins and minerals, the intake of large amounts can be harmful. Anyone taking several different supplements that contain the same nutrients is at risk of getting too much.
There is no precise data on the number of people who consume supplements in Sweden. The Food Agency regularly carries out nationwide surveys on the eating habits of the Swedish population and these surveys include questions on food supplements. According to the Riksmaten survey for adults, 21 per cent of participants took dietary supplements, and more women (27 %) than men (15 %) did so.[footnoteRef:5] The survey shows that most food supplements are consumed by consumers of working age. Sales statistics show that sales of all preparations in the food supplement sector have increased over time.[footnoteRef:6] [5:  Swedish Food Agency (2012). Riksmaten – Adults 2010-11, Food and nutrition intake among adults in Sweden. Swedish Food Agency, Uppsala September 2012.]  [6:  Svensk Egenvård (2019). The self-care market 2018. Sales statistics on dietary supplements, vitamins, sports nutrition, weight loss products and herbal medicines in Sweden.] 

As it is relatively uncertain how many people take food supplements overall, there is considerable uncertainty as to the level of consumer demand for food supplements containing high doses of vitamin D and iodine. Women and young men are the primary groups of consumers that demand high levels of vitamins and minerals. In terms of supply on the market, the most common sales channels and an estimation of the proportion of companies marketing high doses, the proportion of consumers demanding high levels is likely to be a small percentage of the total number of food supplement consumers. It is estimated that some twenty companies in Sweden market preparations containing vitamins or minerals in doses that may be harmful. This corresponds to approximately 5 % of all companies selling food supplements.
[bookmark: _Toc106024860]Risks posed by high levels 
There are groups that may need extra supplements of a particular vitamin or mineral and therefore need food supplements to supplement the rest of their diet, but consumers do not benefit from levels of vitamins and minerals that are too high. High-level intake of vitamins and minerals can pose direct risks to consumers, often after long-term use, but acute cases also occur. The risks vary between substances. The amount of a vitamin or mineral that is considered safe can be determined by toxicological calculations, resulting in a Tolerable Upper Level (UL). The UL refers to the dose an individual can ingest daily for a long period of time without risk of adverse effects. EFSA has drawn up ULs for many vitamins and minerals. The UL often indicates the safe dose for the intake of the substance through diet and supplements combined. Therefore, when determining the safe dose for intake via food supplements, the intake of the substance through food should be deducted. In other cases, the UL indicates the safe dose for the intake of the substance through supplements alone.
The daily dose of a vitamin or mineral that should not be exceeded over a longer period (UL) is usually significantly higher than the recommended intake (RI), as set out, for example, in the Nordic Nutrition Recommendations. The UL should only be considered as an upper limit, above which adverse effects may occur, and not as a guideline for the intake of food supplements.
Vitamin D
Intaking large amounts of vitamin D for a long time can lead to excess calcium in the blood, calcium build-up in the kidneys and, in the worst case, kidney failure.
The UL for vitamin D is 100 micrograms. After deducting the intake of vitamin D via food in Sweden, the Food Agency considers that 80 micrograms of vitamin D is a safe daily dose in dietary supplements.
The recommended intake (RI) of vitamin D is 10–20 micrograms.
Thus, consumers do not need more than 10–20 micrograms of vitamin D from food and supplements combined, but they should not take supplements containing more than 80 micrograms of vitamin D per day.
Iodine
Too much iodine can affect the thyroid gland and disrupt the hormone balance. If pregnant women get too much iodine, it can affect the mental and physical development of the foetus. Seaweed products can contain very high levels of iodine, which can be a particular problem when pregnant or breastfeeding.
The UL for iodine from food and supplements combined is 600 micrograms. After deducting the estimated intake of iodine from food in Sweden, the Food Agency considers that 200 micrograms of iodine is a safe daily dose in dietary supplements.
The recommended intake (RI) of iodine for adults is between 150 and 200 micrograms per day. The lower figure, 150 micrograms, is for the general, healthy, adult population and higher levels are for groups with particular needs, such as those who are pregnant (175 micrograms) or breast-feeding (200 micrograms).
Thus, there is a very small margin between the amount of iodine required so as to avoid adverse effects from being deficient and the amount that can cause adverse effects due to being too high, especially for the groups with greatest need. Having a well-balanced intake of iodine is therefore important.

[bookmark: _Ref31721354][bookmark: _Toc33773671][bookmark: _Toc106024861]Prevalence of food supplements containing high levels
To provide a picture of the extent to which food supplements containing high levels of vitamins and minerals are available, data from the Food Agency’s own survey on online sales of food supplements[footnoteRef:7] and data from Svensk Egenvård[footnoteRef:8] and control authorities[footnoteRef:9] were used. Overall, the data shows that food supplements containing high levels of vitamins or minerals are indeed marketed in Sweden, although most supplements do not have high levels. There is no specific data on the percentage of supplements containing high levels of vitamin D and iodine. [7:  The Food Agency’s survey of online sales was carried out in September 2019. ]  [8:  Svensk Egenvård response to questions prior to the impact assessment for the introduction of national regulations on maximum limits of vitamins and minerals in food supplements, document ref. 2018/02027-7.]  [9:  In the context of the preparatory work for the regulations, seven control authorities were asked about, among other things, current controls on food supplements, consequences for control if maximum values were to be introduced and the situation on the market (document ref. 2018/02027-8).] 

The Food Agency’s survey shows that high-dose food supplements are sold through both physical stores and through Swedish and foreign online operations. According to Svensk Egenvård, high-dose food supplements are mainly sold through specialist health retailers, online outlets and, to some extent, pharmacies. Svenska Egenvård also states that there is both manufacturing in Sweden and imports of high-dose supplements. According to the control authorities consulted, sales are mainly through online outlets and specialist health retailers. Pharmacies were found to be more restrictive when it comes to stocking products with exceeded UL values. This is why such sales were seen to be less common through that channel. 
The Food Agency’s survey of online outlets offering food supplements to consumers in Swedish shows that there is a range of dietary supplements where the amount of vitamins and minerals is equal to or higher than the UL set out by EFSA. More than 200 products containing high doses of vitamins and minerals were found during a one-day search on internet sites aimed at Swedish consumers. Of these, some products were equal to or exceeded the ULs for several substances. The Food Agency would like to point out, however, that the survey does not provide a complete picture of the number of high-level supplements. 
Svensk Egenvård has identified a number of trends in the food supplement industry that have driven demand for food supplements containing high doses of vitamins and minerals. For example, it is common for therapists in areas such as health or beauty to use and/or sell vitamin and mineral supplements in high doses. The Food Agency’s survey shows, however, that food supplements containing very high doses are more often marketed by operators other than therapists, for example in stores with a clear focus on exercise or in stores targeting a wider target group in both exercise and beauty. 
[bookmark: _Ref31960474][bookmark: _Ref31964542][bookmark: _Toc33773672][bookmark: _Toc106024862]Current regulation
Food supplements are foodstuffs and are regulated under food legislation. Vitamins and minerals permitted in food supplements are laid down at EU level by Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States relating to food supplements. The legislation does not, however, prescribe any maximum values. National regulation of maximum values is allowed as long as these are not regulated at EU level.[footnoteRef:10]  [10:  The Court of Justice has held that the Member States remain competent to adopt national rules on maximum levels in food supplements so long as the European Commission has not already done so; see judgment of 29 April 2010, Solgar Vitamin’s France, C-446/08, EU:C:2010:233, paragraph 24. ] 

In Sweden, there is currently no national regulation of maximum levels of vitamins and minerals in food supplements. There are, however, examples of national regulations and indicative values from other Member States.[footnoteRef:11] The absence of national regulation of maximum values means that it up to the manufacturers to determine how high to make the content of vitamins and minerals in their food supplements. The ways in which controls are carried out and the assessments of a potential need for measures to be taken varies among the Member States that have no maximum values.  [11:  For information about other Member States, see document ref. 2018/00401.] 

In its judgment of 13 November 2018, Case No 3160-17, the Supreme Administrative Court ruled that the control authorities cannot intervene by banning the sale of food supplements because of high levels of vitamins or minerals. According to the Court, this was based on the fact that the Food Supplements Directive lays down the requirements for the safety of the products. The Directive stipulates that maximum levels are to be established by the European Commission, but that pending the laying down of maximum values in the EU, Member States may introduce national legislation. As mentioned above, this has not been done in Sweden. If the European Commission has not laid down harmonised maximum levels for vitamins and minerals in food supplements, and national legislation has not been put in place, control authorities are unable to intervene, irrespective of the levels of vitamins or minerals contained in a food supplement.
[bookmark: _Ref30162969][bookmark: _Toc33773673][bookmark: _Toc106024863]Proposed measures
The Swedish Food Agency transposed Directive 2002/46/EC of the European Parliament and of the Council on the approximation of the laws of the Member States relating to food supplements into the Food Agency’s Regulations (LIVSFS 2003:9) on food supplements. Since being introduced, the regulations have been amended several times. In conjunction with the current proposal to introduce maximum levels for vitamins and minerals in food supplements, the regulations have been revised in their entirety. 
Therefore, the adoption of new regulations on food supplements is proposed, thus replacing current regulations; LIVSFS 2003:9. The new regulations include new headings, the structure is being changed and references to legal acts are being updated. The content is essentially the same, though with some additions. The new provisions primarily consist of the introduction of maximum levels for vitamin D and iodine, and a procedure for food business operators to be granted a derogation from those maximum levels. 
The addition of a provision on fees for examining applications for such derogations is also proposed for the Food Agency’s Regulations (LIVSFS 2021:8) on fees for official controls and other official activities. 
Apart from the introduction of the maximum values and the related derogation provisions, the amendments proposed in the regulations are not expected to have any direct impact. The impact assessment therefore focuses on the draft provisions concerning the introduction of maximum values.
[bookmark: _Ref33708616][bookmark: _Ref33708619][bookmark: _Toc33773674][bookmark: _Toc106024864]Maximum values for vitamin D and iodine
The proposal is to introduce into the Regulations a maximum value of 80 micrograms for vitamin D and 200 micrograms for iodine with respect to a recommended daily dose of a food supplement. The recommended daily dose of the food supplement relates to how much of the product the manufacturer recommends that the consumer ingest; e.g. one tablet or five drops per day. This is a mandatory labelling requirement. If the company indicates a recommended daily dose of a food supplement as one tablet, the proposal means that the tablet must not contain more than 80 micrograms of vitamin D or 200 micrograms of iodine. 
The Food Agency, in the risk management, has assessed this measure by taking into account the following: 
1. the risks to the general public arising from the consumption of large amounts of vitamins and minerals over a long period of time;
2. the quality of existing scientific data;
3. the market prevalence of high-dose food supplements and thus the effect that a maximum value will have;
4. how the authority reaches out with the information and thus protects the consumer;
5. the impact of the measure on businesses in so far as the safety of the consumer is not compromised.
The purpose of regulated maximum values is to ensure that consumers have peace of mind that the food supplements made available on the Swedish market are safe. Science-based maximum values for vitamin D and iodine in national regulations will also provide greater clarity for manufacturers, marketers and control authorities in Sweden. The premise of the proposed maximum levels is that the regular intake of food supplements containing vitamin D and iodine shall not have any harmful effects on health for the general, healthy, adult population eating a varied diet. In addition, most consumers shall not be put at risk of being deficient in vitamin D and iodine due to the limited content of a recommended daily dose.
However, where there is a small difference between required levels and risk levels, the maximum values provide the possibility to consume the levels that are needed. The proposed levels therefore allow consumers in Swedish stores to have access to a range of food supplements with safe levels of vitamin D and iodine while at the same time satisfying consumers’ needs for vitamin D and iodine. 
However, consumers who have a greater need of these substances are still able to take a higher dose than that indicated in the recommended daily dose of the food supplement. Individuals who, due to illness, have a greater need for vitamins or minerals should consult a qualified healthcare professional. Products classified as medicinal products are not affected by food supplement regulations.
Vitamin D
Consumption of large amounts of vitamin D may have adverse effects on health, such as muscle weakness, nausea or arrhythmia. Longer-term consumption may result in several serious and irreversible conditions, such as impaired kidney function, cardiovascular disease or tissue calcification. Such effects can occur in an otherwise healthy, general population.
The Food Agency has deemed vitamin D to be one of the vitamins and minerals that has the most serious effects on the general population in the event of over-consumption. Based on scientific data, the Food Agency deems 80 micrograms of vitamin D in a recommended daily dose of a food supplement to be a safe dose for the general adult population. 
As the recommended intake (RI) of vitamin D is 10 micrograms for the general adult population in Sweden and 20 micrograms for certain groups, the maximum value of 80 micrograms does not present any risk of deficiency in consumers.
Iodine
Consumption of large amounts of iodine can disrupt thyroid hormone levels, which can lead to thyroid disease in healthy individuals. If pregnant or breast-feeding women consume large amounts of iodine, it can also affect the development of the foetus or child, which is irreversible.
The Food Agency has deemed iodine to be one of the vitamins and minerals that has the most serious effects on the general adult population in the event of over-consumption. Based on scientific data, the Food Agency deems 200 micrograms of iodine in a recommended daily dose of a food supplement to be a safe dose for the general healthy population. 
The recommended intake (RI) of iodine is 150 micrograms for the general, healthy, adult population in Sweden and the maximum value of 200 micrograms thus does not present any risk of deficiency in those consumers.
However, pregnant and breast-feeding women have a greater need; up to 200 micrograms of iodine per day. Thus, there is a very small margin between the amount of iodine required so as to avoid adverse effects from being deficient and the amount that can cause adverse effects due to being too high, especially for the groups with greatest need.
Those in groups with a particular need for iodine can cover such need by eating fish and fortified salt. If they do not eat such, they can still ingest enough iodine under these Regulations as the maximum value is not below the recommended intake for the group.
[bookmark: _Toc106024865]Transitional period and exemptions 
The provisions on maximum values will require the composition, labelling and marketing of several products to be adjusted. A certain period of time is therefore necessary for businesses to adjust to the new requirements. In view of the risks faced by consumers pending full application of the rules, however, the transitional period should not be too long. The Food Agency considers a transitional period of 18 months, from the time the regulations are adopted, to be an appropriate period of time. Companies are also being given the opportunity to run down their stocks, provided that the food supplements are placed on the market or labelled before the end of this period. 
Food business operators will also be able to apply for a derogation from the maximum levels if they can demonstrate, using scientific data, that the food supplement concerned is safe despite exceeding the maximum level. A fee will be charged for such applications. The fee will cover the costs of handling and assessing the application and will be at a fixed amount of SEK 20 000. The fee is calculated on the basis of an estimate of the processing time for handling the derogation application. Processing includes the administrative work that the application entails and the scientific risk assessment. The fee may be reduced or waived if there are special reasons for doing so.
Before the new provisions on maximum values enter into force, it is also important for the Food Agency to undertake measures to inform all interested parties. The Food Agency intends to communicate directly with the industry and make use of the established information channels, such as the Agency’s website, to disseminate information on the adopted maximum values, what the regulations mean for businesses, control authorities and consumers, and (especially) why such rules are being introduced. It will also be appropriate to ask trade and interest associations and other organisations to inform their stakeholders about the rules. 
[bookmark: _Toc33773675][bookmark: _Toc106024866]Legal conditions and enabling powers
The Food Agency’s power to make decisions is based on Sections 5 to 7 of the Food Ordinance. The draft regulations essentially transpose Directive 2002/46/EC and are thus consistent with EU law. 
Article 5(4) of Directive 2002/46/EC requires the European Commission to introduce maximum levels for vitamins and minerals in food supplements. However, no such values have been adopted. The Court of Justice has held that the Member States remain competent to adopt provisions establishing maximum levels for vitamins and minerals that may be used in food supplements so long as the European Commission has not already done so. However, Member States are required to comply with Articles 34 and 36 of the Treaty on the Functioning of the European Union (TFEU) and to seek guidance from the criteria set out in Article 5(1) and (2) of the Directive, including the requirement for a risk assessment based on generally accepted scientific data.[footnoteRef:12]  [12:  See judgments of 29 April 2010, Solgar Vitamin’s France, C-446/08, EU:C:2010:233, paragraphs 24 and 32, and of 27 April 2017, Noria Distribution SARL, C-672/15, EU:C:2017:310, paragraph 16.] 

[bookmark: _Toc33773682][bookmark: _Toc106024867]Alternative measures
The Food Agency believes that harmonised EU legislation laying down maximum values would have been preferable to national regulation. Harmonised limits provide a level playing field, fair competition in trade between Member States and clarity for consumers, businesses and control authorities. It is also the solution that the industry deems to provide the most legal certainty and to promote free trade within the EU. 
Work on producing harmonised maximum values has commenced within the European Commission. Pending implementation of such, Sweden deems national regulation to be necessary.
An alternative measure could have been informational instruments targeting companies in the form of indicative maximum values. One advantage of indicative maximum values is that onerous or anti-competitive rules for businesses in Sweden can be avoided. Indicative maximum values provide a clear starting point, but allow companies to themselves decide whether products containing levels above the maximum values are safe. Denmark, for example, has introduced indicative maximum values. Companies in Denmark that choose not to observe the maximum values can instead demonstrate, using scientific evidence, that the content is safe.[footnoteRef:13]  [13:  See page 12 of Fødevarestyrelsens Vejledning om kosttillskud (The Danish Veterinary and Food Administration’s Guidance on food supplements), VEJ no. 9965 of 08/11/2019.] 

However, the Food Agency does not consider indicative maximum values to be an alternative to regulated maximum values because there is no possibility for control authorities to take action if the maximum values are merely indicative. In such a case, it would still be up to the companies themselves to determine how high to make the content of vitamin D and iodine in their food supplements, which could pose risks to consumers.
The warning label on packaging is an informational instrument aimed at consumers. Provisions concerning warning labels can function as a complement or substitute for both indicative and regulated maximum values. Norway uses such warning labels for vulnerable groups, as a complement to maximum values. However, the Food Agency’s view is that such warning labels, as a substitute for regulated maximum values, are insufficient when it comes to high levels of substances in food supplements. This alternative would also still have the problematic absence of regulatory support for the control authorities to ban products containing high levels. 
Information is currently provided to consumers through the Food Agency’s advice on sustainable eating habits and advice on food supplements, on the website or via healthcare providers. As with warning labels, the Food Agency sees this informational instrument primarily as complementary to other possible instruments. Consumer information can potentially make some consumers more informed and make them more aware of the risks of over-consumption. However, with information alone, responsibility is placed on the individual consumer. This alternative would still have the problematic absence of regulatory support for the control authorities to take actions against products containing high levels.
[bookmark: _Ref31711281][bookmark: _Ref31711293][bookmark: _Toc33773688][bookmark: _Toc106024868]Impact 
[bookmark: _Toc33773689][bookmark: _Toc106024869]Impact on consumers
Imposing maximum levels for vitamin D and iodine in food supplements does not mean that the actual consumption of high levels is regulated. For example, an individual will be able to take several tablets of the maximum permitted dose. Some individuals who currently consume high levels may continue to do so even after regulation of maximum values. In such a case, these individuals may switch to shopping online from companies that are not registered in Sweden. Regulated maximum values may initially make it more complicated for consumers demanding high doses, but the Food Agency’s view is that the health risks to ‘risk-taking’ high-dose consumers are the same, with or without regulation.
However, given the high level of confidence in the Food Agency, both in terms of its advice on good eating habits and scientific expertise, it is believed that the majority of consumers will observe the regulations. Most consumers take food supplements to feel good, and there is a certain degree of unawareness about the risks associated with high consumption of vitamins and minerals. Regulated maximum values are therefore likely to provide increased protection for most consumers. Many consumers will likely also have better peace of mind if the control authorities can start to control the levels of vitamin D and iodine in food supplements and take action against products containing high levels.
[bookmark: _Ref29976826][bookmark: _Ref29976871][bookmark: _Ref29976903][bookmark: _Ref30159712][bookmark: _Ref31711067][bookmark: _Ref31722378][bookmark: _Toc33773695][bookmark: _Toc106024870]Impact on businesses affected
The food supplement industry is not uniform, so sales channels for food supplements vary. Svensk Egenvård sales statistics[footnoteRef:14] show that the most common sales channels for food supplements in 2018 were pharmacies (22 %), grocery stores (25 %) and specialist health retailers (20 %). Online stores accounted for 16 % of sales.  [14:  Svensk Egenvård (2019). The self-care market 2018. Sales statistics on dietary supplements, vitamins, sports nutrition, weight loss products and herbal medicines in Sweden.] 

Operators selling food supplements via pharmacies are mainly from the medicinal products industry. In the medicinal products industry, there are several businesses that complement their range with food supplements and herbal medicines. Grocery stores mainly sell food supplements from operators in the Swedish food industry. The ability to market the products online also makes it easy to start a business. However, Swedish Egenvård states that consumers appreciate knowledge about the company and the ability to consult staff. The majority of micro or small enterprises therefore sell through specialist health retailers.
There is no data on the total number of companies marketing food supplements containing vitamins and minerals in Sweden. According to estimates by Svensk Egenvård, it involves approximately 350 registered companies, and just over 200 companies are estimated to account for 95 % of sales to Swedish consumers.[footnoteRef:15] Most of the companies (approximately 280) are considered to be micro or small enterprises with 0–20 employees. About fifty companies have more than 20 employees and a further 20 companies are global.  [15:  Svensk Egenvård response to questions prior to the impact assessment for the introduction of national regulations on maximum limits of vitamins and minerals in food supplements, document ref. 2018/02027-7.] 

Svenska Egenvård estimates that around twenty companies in Sweden sell preparations containing high levels of vitamins or minerals; i.e. approximately 5 % of all companies that sell food supplements in Sweden. However, there is no data on how many of these companies market food supplements containing high levels of vitamin D and iodine.
If the maximum values for vitamin D and iodine are regulated by legislation, then such is made clear to companies and all companies in Sweden can compete on a level playing field. Nevertheless, there is a conflict of objectives; between national regulation of maximum values and conditions for Swedish business growth and competitiveness. If high-dose food supplements are demanded by Swedish consumers, there is a risk that the market for these preparations will shift to foreign-based online channels after the regulations have been introduced. Swedish companies that manufacture or sell food supplements with high levels of vitamin D and iodine may therefore lose a certain customer base.
The inquiry found that most of the companies, which may be negatively affected by the regulated maximum values, are relatively small companies. However, most companies in the food supplement industry will not be affected because they do not market high levels of vitamin D and iodine. During the transitional period, the companies will also have time to make any necessary adjustments to affected parts of their operations, find new suppliers or market new products to their customer groups. The transitional rules also allow companies concerned to run down their stocks of products already placed on the market or labelled.
[bookmark: _Ref31803602][bookmark: _Ref31964698]The regulation of maximum values may entail initial costs for any necessary adjustments to be made in the companies concerned. For example, there may be costs for changing product compositions, producing new packaging and revising information on websites. Companies concerned will also be able to apply for a derogation from the maximum levels for vitamin D and iodine. In addition to the costs of drafting supporting documents for the application, there will also be some administrative costs for applying for a derogation. The time required for an operator to fill in the application form is estimated to be approximately 15 minutes. The time taken to produce the required scientific evidence will vary greatly, but it is considered to be part of the company’s normal activities, as the company already needs to have that knowledge in order to determine the recommended daily dose. The fee for applying for a derogation will be a fixed amount of SEK 20 000. No adjustment costs will be incurred for products that are granted a derogation. 
National rules that increase requirements on companies in Sweden may hamper their ability to compete with companies that are outside the country and not subject to the same requirements. In contrast, it can be said that companies which continue to market food supplements on the Swedish market will have a more level playing field, as the maximum values will apply to all companies in Sweden. At present, it is up to the manufacturers themselves to decide the levels of vitamin D and iodine that should be included in a food supplement. Since the regulations provide regulatory support to control the levels in marketed food supplements, the conditions for equal assessment are created. Thus, it also promotes competition on a level playing field. 
[bookmark: _Toc33773704][bookmark: _Toc106024871]Impact on the public sector
Regulated maximum values enable controls to be imposed on the levels of vitamin D and iodine in food supplements and decisions to be taken to e.g. ban sales if food supplements are found to contain hazardous amounts. Simple and clear regulation will allow control authorities to carry out effective control and the conditions will also be improved for equal assessment and control measures to be taken. In the vast majority of cases, official controls on food supplements are conducted within the framework of municipal food controls. 
For the Food Agency, there will initially be additional tasks to inform companies, control authorities and consumers about the new regulations. As it will also be possible for companies to apply for a derogation from the maximum values for vitamin D and iodine, the Food Agency also needs expertise in toxicology or equivalent in order to assess applications. The extent of resources that will be required in this respect is uncertain because it depends on the number and quality of applications. 
[bookmark: _Toc33773708][bookmark: _Toc106024872]Overall assessment
Consumers demanding food supplements containing high levels of vitamin D and iodine and food business operators that manufacture and market such food supplements are directly affected by the regulated maximum levels. Companies registered in Sweden, whose turnover is largely focused on the manufacture or marketing of food supplements containing high levels of vitamin D and iodine, are affected in particular. 
Indirectly affected are all consumers of food supplements, people whose work involves the provision of nutrition advice (nutritional therapists, skin therapists, nutritionists, dieticians, nutrition advisers, physiotherapists and nurses), all companies marketing food supplements (including companies registered abroad), as well as the Food Agency and other control authorities in Sweden.
The overall assessment is that the introduction of maximum values for vitamin D and iodine in food supplements will mainly have a social impact (mainly health) and an economic impact (mainly effects on costs and competition). If more consumers start shopping for food supplements from foreign online providers, this may increase the distances involved in shipping packages. In such case, there is also an environmental impact. Greater consumer safety is the most important impact of the draft regulations. The ability to exercise control and, where necessary, to take action against products that are harmful to health is essential for food control and, ultimately, for consumers. 
 
