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The Polish dietary supplement market is growing steadily. However, even though these products may
have an impact on health they are not as strongly regulated as pharmaceuticals. In 2016/17 the intro-
duction of new regulations covering the marketing of dietary supplements in Poland was proposed. This
article briefly describes the Polish market for dietary supplements and assesses the benefits and risks
associated with its development. A range of potential legislative changes, such as a total ban on dietary
supplements, a ban on using the images and recommendations of authoritative entities, increased fines
for breaking the law, and other measures are under consideration. We describe the advantages (e.g., bet-
ter customer protection, and the limitation of inappropriate, misleading advertising) and disadvantages
(e.g., a decrease in product innovation, deterioration in product offerings, and rises in product prices) of
the proposed changes. As a European Union member, Poland adopts EU law, but EU directives have only
harmonized some issues relating to dietary supplement marketing, other key aspects remaining within
the competence of member states, but it is noted that some proposed changes in Polish law (e.g., an
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advertising ban) are so strict that they are unlikely to be acceptable to the EU.
© 2019 The Authors. Published by Elsevier B.V. This is an open access article under the CC BY-NC-ND

license (http://creativecommons.org/licenses/by-nc-nd/4.0/).

1. Purpose of the policy idea

In 2017 the Polish Supreme Audit Office (Najwyzsza Izba Kon-
troli: NIK) adopted the view that the Polish dietary supplement
market requires urgent regulation. NIK inspections have indicated
that some dietary supplement products do not have the charac-
teristics indicated by their manufacturers, and that some are even
harmful to health [1].

The circulation of dietary supplements in Poland is governed by
the 2006 Act 6n Food Safety and Nutrition[2] and an October 2007
decree of the Minister of Health on the composition and labeling
of dietary supplements [3] is also an important document. Direc-
tive 2002/46/EC of the European Parliament and Council (issued
in 2002) on the approximation of the laws of the member states
relating to food supplements [4] is also in force in Poland as well as
other EU regulations concerning this subject.

Approval for the sale of dietary supplements as a foodstuff is
granted on the basis of decisions made by the Chief Sanitary Inspec-
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torate (Gldwny Inspektorat Sanitarny: GIS). The introduction of
dietary supplements into the market is far simpler than for drugs:
there are no clinical trials, interactions with other drugs are not
tested, and quality control and side effects are not considered. A
producer is only required to inform the GIS that they intend to
market a product and indicate the name of the product, its manu-
facturer, its nature, labelling, and its qualitative and quantitative
composition [5]. There are no Polish regulations which prevent
producers introducing dietary supplements to the market which
have been negatively evaluated by the U.S. Food and Drug Admin-
istration [6]. Thus, the rules governing the introduction of dietary
supplements to the market cannot be regarded as strict.

NIK has identified the above situation as a problem: currently
anyone can market a dietary supplement simply by declaring its
composition to the sanitary authorities (this process is referred to as
notification). There is a theoretical possibility that a product will be
tested when it is marketed, but in practice the scale of the number
of products marketed exceeds the current control capacity of the
Sanitary Inspectorate. Also, Chief Sanitary Inspectorate inspections
only cover part of the market, and any proceedings which are taken
can take several years, as the NIK’s data shows. So, in many cases,
dietary supplements go untested, and the notion that consumer
protection exists is often fictitious [1]. The results of inspections
and a report of the Supreme Audit Office have led to the develop-
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Table 1

Benefits and risks associated with taking dietary supplements and their advertisement, about here.

Benefits Risks

Taking dietary supplements

Help to balance one’s diet [7,8].

Support the treatment of certain diseases [9,10].

Prevent illness [11,12].

“The range of dietary supplements on offer is extensive
and their intended effects cover virtually every body
system and organ in humans.” [13]. Potential
improvements in mood and libido [14]. Improve
sporting performance and perceived wellbeing [15].

Usually substances are poorly controlled and have few or no clinical guidelines [15].

Can contain substances not declared in the labels, even harmful [1,15].

Many adverse events associated with supplements remain unreported [16].

Many dietary supplements are contaminated with substances which have known short-term and
long-term harmful side effects [15], but people are unaware of these [17].

Incorrect use can lead to health problems [15]. Supplements can interact with a patient’s medication;
some supplements are inappropriate in the presence of certain diseases; overdosing is easy. Using
supplements can also affect the results of diagnostic tests and lead to incorrect results [18].

Dietary supplement advertisements

Inform people of the availability of dietary supplements.

People with minor problems can use the information
provided to improve wellbeing without consulting a
physician.

Encourage self-treatment, when consulting a doctor may be more desirable [19].
Disease mongering (e.g., restless leg syndrome) [20].

Lead to pharmaceuticalisation [see: 21] of society, as they encourage “healthy” or “almost healthy” people
to use supplements for enhancement purposes rather than for important medical reasons.
Advertisements are often inappropriate, make unproven claims [22], and imply that products are similar

to medicines [23].

Source: Authors’ own composition.

ment of plans considered since 2016 for introduction of new Polish
regulations covering the marketing of dietary supplements.

2. Dietary supplements and the customer protection

Research suggests that it is extremely important for people to
adopt a well-informed approach to taking dietary supplements (see
Table 1). Supplements can play an important role in supporting
the proper functioning of a person’s body when it is deficient in
nutrients. However, incorrect use of dietary supplements can lead
to a variety of problems.

Recently, safety and customer protection have received more
attention as the potential problems caused by dietary supplements
have been seen as increasingly important and, despite Poland’s
adoption of changes introduced in European Union member states,
Polish regulations are still viewed as weak. Poland has adopted
Regulation (EU) No 1169/2011, which states that “food infor-
mation shall be accurate, clear and easy to understand for the
consumer” (Article 7, Paragraph 1) [24], and “food information
shall not attribute to any food the property of preventing, treating
or curing a human disease, nor refer to such properties” (Arti-
cle 7, Paragraph 3) [24]. Poland participates in the Rapid Alert
System for Food and Feed (RASFF), which is intended to facili-
tate the exchange of information about food safety between the
competent authorities of European Union member states. Dietary
supplements reported to the RASFF are usually withdrawn from the
market [6]. However, many supplements are sold via the Internet
by non-EU manufacturers, and here rigorous security controls are
notimplemented [15].In 2017 the European Commission launched
the first EU-coordinated consumer protection program relating to
food products offered on the Internet [25], and Poland is an active
participant in this. Although all the above initiatives are impor-
tant, Polish consumers are still not protected as well as they might
be. Moreover, consumer research on dietary supplements shows
that Polish people’s knowledge of the differences between dietary
supplements and medicines is lacking [13].

3. Political and economic background

As in the other European Union member states, dietary supple-
ments are considered to be part of the food market and are therefore
governed by laws applicable to the special food sector. This makes
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Fig. 1. Values (in billions PLN) and dynamics (%) of the dietary supplements market
in Poland, 2011-2020.

Source: Authors’ own composition based on [27,28].

it easier to market products, develop new products, and results in
fewer regulatory requirements than if dietary supplements were
part of the pharmaceutical market. Also, international pharmaceu-
tical companies constitute a large proportion of participants in the
dietary supplement market [26].

In Poland the dietary supplement market is developing rapidly
(see Fig. 1). The market forecast shows that it will grow around 7%
per year between 2017 and 2020. In 2011 its value was PLN 2.93
billion, in 2016 this had increased to PLN 3.83 billion, and by 2020
the market is forecast to reach PLN 5.38 billion [27]. The market’s
development is influenced by increasing public health awareness,
the fashion for a healthy lifestyle, increasing societal wealth, and
the widespread emergence of the phenomenon of self-treatment
[26].

The number of products entered by the GIS on to the list
of authorized dietary supplements is increasing year-on-year. In
2011, 1969 products were listed, in 2014-4388, and in 2016 as
many as 7398 were listed [1]. The Polish dietary supplements mar-
ket is very diverse in terms of the products offered. The largest
percentages of dietary supplements sold are magnesium products
(7.6%), immunostimulants (6.6%), probiotics (6.1%), various body
strengthening supplements (4.7%), vitamins and minerals (4.5%),
and products intended to improve beauty (4.4%) [27]. According to
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the PMR’s predictions, the greatest potential for development of
the Polish dietary supplements market lies in dietary supplements
for athletes, supplements for weight loss, products for increasing
libido, supplements for the prevention or treatment of influenza
and colds, and vitamins and minerals [28].

Undoubtedly, the large growth in the market has been influ-
enced by media advertising of preparations. According to the Polish
Institute of Media Monitoring, in the first quarter of 2014, PLN 420.7
million was spent on advertising OTC drugs, and PLN 371.6 million
on advertising dietary supplements. Also, National Radio and Tele-
vision Council (Krajowa Rada Radiofonii i Telewizji: KRRiT) data
show that advertising of supplements and OTC drugs increased 20-
fold between 1997 and 2015, while advertising in general grew only
three fold [1]. The KRRiT study showed that the most commonly
advertised dietary supplements were vitamins and restorative sup-
plements (64.3%), sedatives and antidepressants (9%), analgesics
and antipyretics (6%), weight loss supplements (1.4%) [29].

Current inconsistencies between Polish and EU laws in relation
to launching products have an adverse effect on the market [26].
Different EU countries have different rules, not only with respect to
launching products, but also with respect to product classification:
a product classified as a medicinal product in one country can be
classified as a dietary supplement in another [30]. European Union
directives have only harmonized some issues relating to the mar-
keting of dietary supplements, with other key aspects remaining
within the competence of member states. The states have different
traditions, approaches and laws, so producers and exporters often
find it difficult to adjust to each state’s specific requirements. If pro-
posals for new Polish laws, such as prohibiting the advertising of
dietary supplements (and OTC drugs), came into force, they might
threaten the development of the market [31].

4. The content of newly proposed policies

In June 2016, the Polish Minister of Health set-up a group of
experts responsible for regulating the advertising of medicines,
dietary supplements and other foods, and medical devices. Some of
the changes that were proposed with regard to dietary supplements
are listed below [23]:

1 Prohibition of images of medical practitioners in dietary supple-
ment advertising, and the creation of other restrictions similar to
those already regulating the advertising of medicinal products.

2 Obligatory inclusion of information about the legal status of a
product in advertisements.

3 Prohibition of the marketing of dietary supplements with names
containing parts or elements of the names of medicinal products.

4 Increased fines for breaking advertising laws.

5 The transfer of competencies for evaluating advertising to the
GIS.

Importantly, during the group’s deliberations The Polish Cham-
ber of Physicians and Dentists (Naczelnej Izby Lekarskiej: NIL)
suggested that a total ban on the advertising of OTC drugs and
dietary supplements should be introduced in Poland, because it
was said that advertising promoted excessive use of these prod-
ucts [19]. The Gdansk Institute for Market Economics has provided
a critique of this idea, saying that such a ban will be incompatible
with the Polish constitution (the principle of freedom of economic
activity) and with applicable EU laws, the Institute stating that;
“In its judgment, the Court of Justice has ruled that the national
regulations of the member states on the advertising of medicinal
products cannot be more restrictive than the provisions of Direc-
tive 2001/83 [ EC.” [31]. Undoubtedly, the media would also lose
out from such legal regulation, because, as has been previously

noted [1], companies spend enormous amounts on advertising their
dietary supplements. Ultimately, therefore, such a ban was not
included in the recommendations of the Polish Minister of Health’s
group of experts, but it is still being considered in public debate.

In an attempt to curb changes, in September 2016 the
body representing the industry presented a document suggesting
self-regulation of advertising to the President of the Office of Com-
petition and Consumer Protection (Urzad Ochrony Konkurencji i
Konsumenta: UOKiK). According to the UOKIK, the suggestions in
the document only slightly improved the existing situation and
therefore the report did not gain the UOKiK’s approval. Despite
this, early in 2017, the ‘Code of Good Practice in the Advertising
of Dietary Supplements’ was created. This resulted from the coop-
eration of four professional organizations: The Polish Council for
Supplements and Nutritional Foods (Krajowa Rada Suplementéw i
Odzywek: KRSiO), the Polish Association of Self Medication Indus-
try (Polski Zwiazek Producentéw Lekéw Bez Recepty: PASMI), the
Union of Producers & Distributors of Dietary Supplements (Zwiazek
Producentéw i Dystrybutoréw Suplementéw Diety) and the Polish
Chamber of Pharmaceutical and Medical Device Industries (POL-
FARMED: Polska Izba Przemystu Farmaceutycznego i Wyrobéw
Medycznych). The majority of Polish manufacturers and distrib-
utors of dietary supplements are affiliated to these organizations.

In October 2016, the Polish Minister of Health set-up another
expert group to further develop amendments to Polish pharma-
ceutical law. One of the group’s tasks is to consider changes in
the advertising and presentation of, and distribution channels for,
dietary supplements. Ameeting directly concerning dietary supple-
ments took place in May 2017, but the final results of the group’s
work are still awaited [32].

Based on its own analysis, in 2017 the NIK proposed the fol-
lowing changes relating to the regulation of dietary supplements

(1]:

1 Improved control of the introduction of dietary supplements to
the market by: a) implementing a system of ‘notification fees’
for dietary supplements; b) creating a system that will warn
the public about products which have been marketed without
notification.

2 Improvement of the quality control system for marketed prod-
ucts by: a) providing a register (maintained by the GIS) of dietary
supplements containing elements that undermine the quality or
safety of a product; b) making changes to procedures for with-
drawing dietary supplements from the market; c¢) creating a
so-called zero level for selected dangerous ingredients of dietary
supplements; d) increasing fines for entities placing dangerous
or illegal dietary supplements on the market.

3 Introducing, with the Polish Health Ministry, new regulations for
advertising dietary supplements: a) increasing the levels of fines
imposed by the GIF for failure to comply with labeling require-
ments; b) supervision by the GIS and the President of the Office
of Competition and Consumer Protection of the advertising of
dietary supplements; c) prohibition of the labeling, presenta-
tion and advertising of dietary supplements as having preventive,
therapeutic or healing properties; d) banning images of people
in medical or pharmaceutical environments in the advertising
of dietary supplements; e) regulating the practice of ‘umbrella
branding’! by companies; f) clarification of the existing obligation

1 Umbrella banding is a marketing practice where a producer uses a single brand
name to sell two or more related products and is intended to help consumers iden-
tify products as belonging to one brand. This can be misleading for consumers
if such products have differing legal status (e.g., if one is a medicament and the
other is a dietary supplement). For example, in the Polish market both Magne B6 (a
medicament) and Magne B6 Max (a dietary supplement) exist.
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Benefits and risks of introducing new regulations concerning the marketing of dietary supplements, about here.

Benefits

Risks

Better customer protection, by increasing the supervision of
advertising [23,33], and improved control of the introduction
and quality control of dietary supplements [1].

Limitation of inappropriate, misleading advertising [1,19,23,33].

Restriction of market competition, which could result in: a decrease in product
innovation; deterioration in product offerings; a rise in the prices of products [31].

A ban on advertising would be a barrier to the market entry of new players offering new

products as it would significantly limit their ability to provide consumers with
information about their products’ [31].

Better customer information [1,23,33].

A negative impact on the market entry of new investors, thus limiting the sector’s growth

potential and negatively impacting on the competitiveness of the country’s economy [31].

Discouragement of entities responsible for advertising dietary
supplements from engaging in inappropriate advertising by
increasing the penalties for violation of the law [1,23,33].

Problems with EU authorities if the new laws were incompatible with EU law [31].

Source: Authors’ own composition.

POSITION
very supportative

o MINISTRY OF HEALTH

THE POLISH CHAMBER OF
PHYSICIANS AND DENTISTS

INFLUENCE

GDANSK INSTITUTE FOR
MARKET ECONOMICS
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ASSOCIATIONS
*  The Polish Council for Supplements

and Nutritional Foods (Krajowa Rada
Suplementéw i Odzywek: KRSiO)

e The Polish Association of Self Medication
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*  The Union of Producers & Distributors of

Dietary Suppl ts (Zwiazek Prod 4
i Dystrybutoréw Suplementéw Diety)

*  The Polish Chamber of Pharmaceutical and
Medical Device Industries (POLFARMED: Polska
Izba Przemyshu Farmaceutycznego i Wyrobow
Medycznych)

Fig. 2. Positions of stakeholders and their influence, about here.

Source: Authors’ own composition.

for packaging to indicate that a product is a dietary supplement
in a highly legible form.

In September 2017, a draft amendment to the provisions of the
2006 “Food Safety and Nutrition” Act regarding advertising and
presentation of dietary supplements was sent out for public con-
sultation. It proposed [33]:

1 Anobligatory insertion into advertisements; “A food supplement
is a foodstuff whose purpose is to supplement a normal diet”.

2 A ban on using the image and recommendations of authorities
(e.g. physicans, pharmacists).

3 A ban on broadcasting, publishing or disseminating advertising
if the majority of recipients will be under 16 years of age.

4 A significant increase in penalties for violating the provisions of
the Act.

In September 2018, the Children’s Ombudsman wrote a letter
to the Minister of Health asking for information as to the steps the
government was taking to protect children from adverts for dietary
supplements and medical devices directly addressed to them. The
Ombudsman pointed out that in the current legal situation chil-
dren are poorly protected in comparison to other EU countries. For
example, in Sweden there is a total ban on addressing advertising to

children under 12, and in France advertising is limited to between
the hours of 14:00 to 17:00 [34].

5. Stakeholders’ positions

The above proposed changes have major implications for dietary
supplement manufacturers and their clients. At present itis difficult
to determine the costs that the changes would impose on supple-
ment manufacturers, and the impact that the changes would have
on the prices of products and consumer behavior. We have already
presented the position of The Polish Chamber of Physicians and
Dentists to introduce an advertisement ban on OTC and dietary
supplements.

Some parties have argued against the need for change, saying
that the dietary supplement market is still developing and that
new regulations are not justified from an economic perspective.
The benefits and risk of introducing new regulations in Poland are
shown in Table 2.

The positions of stakeholders and their influences are depicted
in Fig. 2. The Polish Ministry of Health is an enthusiastic sup-
porter of change [23], such as The Polish Chamber of Physicians
and Dentists [19], but the Ministry has much more influence than
the physician’s organization. The proposed legislation changes are
opposed by the supplement industry’s professional associations,
which have attempted to prevent legislative changes by introduc-
ing self-regulation [35]. The Gdansk Institute of Economics also
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appears to oppose the changes [31]. Although the opposing bod-
ies’ objections appear to have had little influence, their lobbying
efforts are clearly visible.

6. Conclusions

With people’s increasing disposable incomes and their growing
concern for their wellbeing, dietary supplements are selling well
in the Polish market. Health is one of the most important issues
for Poles [38]. It is astonishing to many people that products adver-
tised as being healthy, providing support for vitality, and enhancing
resistance to everyday ailments may not have such properties, and
may even be harmful. NIK investigations have shown that some
dietary supplements contain pathogenic bacteria and substances
banned from the list of psychoactive substances because they are
harmful to health [1].

It is unsurprising that there was great public concern and calls
for regulation of the industry subsequent to the disclosure of the
NIK audit’s findings. Although some time has passed since the
NIK’s report, and many proposals have been forwarded, major leg-
islative change has not occurred [36]. Interest in the subject also
declined in mass media, this only resurfacing periodically when
anything of note occurs, such as the media outcry in February 2019
when it became known that pharmacists were being forced by
their employers to recommend dietary supplements to customers
in preference to medicaments [37]. Even revelations such as this do
not appear to influence the pace of legislation proceedings, which
are moving very slowly: far more slowly than would be expected
given the NIK report, governmental announcements, and the 2017
media furor.

The analysis we have presented casts light upon the reasons for
the slow pace of change, caution in making such important changes
being necessary, and the proposed changes overlapping with the
interests of many parties. Too great a desire to regulate the market
will undoubtedly lead to resistance from the industry and a desire
to undermine the legitimacy of the proposed changes.

When planning new regulations, although they are difficult to
assess, possible long-term effects need to be considered. For rapidly
developing markets there are usually proposals for greater super-
visory regulation. If such regulation is focused within the legal
framework of solutions that have emerged from market processes,
then it should not significantly interfere with market functioning.
On the other hand, if changes are more radical, then some inter-
ference should be expected. At present, it is difficult to discern the
exact form that Polish legislation will take, and the impact that
this will have on the development of the market for dietary sup-
plements. However, this paper has sought to examine many of the
issues that should be taken into consideration. It is likely that the
first legislative changes (amendments to the provisions of the 2006
Food Safety and Nutrition Act) will be introduced this year (2019)
[36], but the final shape of these changes is yet to be made public.
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