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Purpose: The purpose of the paper is to describe and graphically visualise the investigation
procedure carried out by the Chief Sanitary Inspector (GIS) as part of an entity’s introduction
of foodstuffs, especially dietary supplements into the market in the Republic of Poland.
Methodology: The basis for the paper was a study of the legislation governing the investigation
procedure carried out by the Chief Sanitary Inspector in Poland. In addition, it involved
an analysis of the comments to the current legislation and of the subject literature available in
international and domestic reference databases.

Findings: The conducted study resulted in the development of a visualisation of the
investigation procedure for dietary supplements’ notification in Poland. A criticism of the
aforementioned procedure and issues that require regulation are included in the paper.
Practical implications: The developed procedure provides a useful visualisation of the legal
requirements in the aforementioned area.

Social implications: The presented discussion is intended to draw attention to the legal
provisions that are important in terms of the life and health of consumers of dietary
supplements.

Originality: The procedure of introducing foodstuffs, especially dietary supplements into the
market in the Republic of Poland is described in legislation. Similarly, legislation also describes
the investigation procedure for non-compliances occurring during the notification of dietary
supplements. Nevertheless, the authors proposed a description and visualisation of the
procedure by analysing its legal conditions in detail. Furthermore, they drew attention to the
provisions’ ambiguity and the resulting formal doubts.
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1. Introduction

The notification of dietary supplements for introduction into the Polish market is governed
by relevant rules of law (Act of 25 August 2006; Ordinance of the Minister of Health of
23 March 2011). In Poland, the body with competence to accept a notification of an entity's
intention to introduce a dietary supplement into the market is the Chief Sanitary Inspectorate
(GIS).

From a formal perspective, the day on which the notification, signed with a qualified
electronic signature or a handwritten signature, is sent by the notifying entity to GIS is the day
on which it is possible to commence the sale of dietary supplements in the market (Hys, 2018,
2020; Hys, Koziarska 2020, 2021). Importantly, the notification service is free of charge.
The exception is when the notification of the intention to introduce a supplement into the Polish
market is filed by the entity's proxy. The notifying entity may then incur additional fees related
to the proxy service (Resnik, 2018).

In general, the notification procedure involves sending by the notifying body of an official
document stating its intention to market the dietary supplement in Poland (Report NIK, 2017;
Wrobel et al., 2022). The notification process thereby consists of sending a formal notification
which, according to the legislation, contains specific data (Figure 1).

PY— Notification about the marketing/intent to market in the
AR » Republic of Poland:
Act of 25 . . . . . .
Au;us(; 2006 business entity’s identification details
(Polish Journal
of Laws; Dz.
U. of 2019, foodstuff’s trade name

item 1252,
Article 31
paragraph 6)

. foodstuff’s classification (type)
an

Regulation I»
of the
foodstuff’s form

Minister of
Health

producer first name and last name or company name, and
address

notification filed or permit obtained in other EU state

Main Sanitary - N . . .
Inspectorate appendices (label design and copy of notification in other
U state)

Figure 1. Dietary supplement’s notification procedure in Poland.
Source: own study.
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The contents of the notification for the introduction of a dietary supplement into the market
is governed by the provisions of the Ordinance of the Minister of health of 23 March 2011
on the draft notification form on products introduced into the market of the Republic of Poland
(Regulation of the Minister of Health of 23 March 2011).

The information that the notifying entity must include in the notification pursuant to the
provisions of the aforementioned Ordinance must especially include the following:

e the form in which the dietary supplement will be sold,

e the dietary supplement’s content, i.e. precise quantitative and qualitative composition,

e the draft label (packaging) along with all marks and warnings for consumers.

Although the information contained in the notification is declaratory, it is noted that it
should be marked in accordance with the facts. The issue is to adhere to both formal and
substantive guidelines. Otherwise, the Chief Sanitary Inspectorate’s employees have legal tools
at their disposal, with which they can temporarily suspend the trade of a given dietary
supplement or completely remove it from the market.

Due to the possible need for the GIS to verify the notification filed by the notifying entity,
the paper addresses the issue of the investigation procedure governed by legislation and applied
to foodstuffs, especially dietary supplements (hereinafter referred to as dietary supplements)
that are being introduced into the market of the Republic of Poland (Regulation of the Minister
of Health of 29 May 2007; Regulation of the Minister of Health of 21 December 2019).

2. Metodology

An analysis of the subject literature was the basis for the study carried out in this paper.
The analysis particularly included a review of the current legislation on the investigation
procedure carried out by the GIS and of the available literature in the subject matter (Figure 2).

The literature review became the basis for an analysis of the current knowledge on the
subject, ultimately enabling the development of a graphical visualisation of the procedure used
in the aforementioned procedure.

The review of subject literature was carried out through the following activities: data
collection (relevant subject literature identification), data validation, the investigation
procedure establishment, visualisation of the aforementioned procedure and presentation of
final conclusions, with particular emphasis of the criticisms of the aforementioned procedure.
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Figure 2. Subject literature review methodology.

The subject literature analysis allowed for developing a graphic visualisation of the
investigation procedure carried out by GIS against an entity that filed a notification about its
intent to introduce dietary supplements into the market in the Republic of Poland.

3. Result and discussion

The Chief Sanitary Inspector may carry out an investigation procedure upon receiving
a notification about the introduction of or the intent to introduce dietary supplements into the
market in the Republic of Poland, aimed at clarifying whether the notified product meets the
requirements set out in the Act (Polish Journal of Laws; Dz.U. 2006, no. 171 item 1225; Polish
Journal of Laws; Dz.U. 1960, no. 30 item 168; Regulation (EC) No 852/2004 of the European
Parliament and of the Council of 29 April 2004; Regulation (EU) 2017/625 of the European
Parliament and of the Council of 15 March 2017). Importantly, the GIS may carry out
an investigation, but does not have to and does not carry out such an investigation for every
notification submitted, unless it considers it appropriate to do so. The investigation procedure
is governed in Poland by relevant legal provisions, with the individual stages of its
implementation recorded in the form of a flowchart (Figure 3).

If the GIS decides that it is necessary to initiate an investigation procedure against an entity
that filed a notification of its intent to introduce a given dietary supplement into the market, the
aforementioned investigation is carried out to a specific extent.
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GIS objections to a NOTIFICATION about the introduction of or intent to introduce a dietary
supplement into the market in the Republic of Poland, filed by an entity acting in the food market
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—  the Dietary Supplements Team acting as part of the Sanitary
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— a science facility (i.e. universities; higher education and
science entities federation; Polish Academy of Sciences
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institutes acting in the Republic of Poland; Lukasiewicz
Centre; institutes acting as part of the Lukasiewicz Research
Network; Polish Academy of Skills (PAU); other entities

Decision on
temporary
suspension or
withdrawal?

Decision of the state poviat or border conducting science activity independently and continuously),
sanitary inspector to temporarily —  acompetent science institutions from another Member State,
suspend the dietary supplement’s —  the Office for Registration of Medicinal Products, Medical
introduction into the market or to Products and Biocidal Products (URPL).

withdraw it from the market in the
Republic of Poland.

v v

Chief Sanitary Inspector

v

Conclusion of the GIS’ investigation procedure Written NOTIFICATION
—»| about the results of the investigation
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Figure 3. The investigation procedure carried out by the GIS.
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It is the primary responsibility of the GIS to inform the entity without delay that
an investigation procedure has been undertaken against the notification concerning the dietary
supplement in question.

The investigation procedure is to provide an answer on the following issues, i.e. whether
the given product (Article 30 paragraph 1 points 1-2):

e is a foodstuff according to the classification proposed by the entity acting in the food
market and whether it meets the requirements for the type of foodstuff in question
(especially in terms of its composition, properties of individual ingredients and the
intended use of the dietary supplement in question, or

e does not meet the requirements of another type of product intended for human use
(especially a medicinal product - within the meaning of the pharmaceutical law;
a cosmetic product - within the meaning of the cosmetic products law; a medical device
- within the meaning of the medical devices law).

The statutory deadline for the GIS to carry out an investigation is 60 days. However,
additional time (if necessary) should be added to the period of the procedure to document that
the entity filing the notification has met the requirements.

The costs of documenting compliance with the requirements (so-called opinions) shall be
borne by the entity filing the notification to the GIS. The opinion may be issued by the Dietary
Supplements team acting as part of the Sanitary and Epidemiological Council, science facilities,
the Office for Registration of Medicinal Products, Medical Products and Biocidal Products
(URPL) or by competent science institutions of another Member State.

If irregularities are suspected in the notification filed by the entity, it is possible to
temporarily suspend the dietary supplement’s introduction into the market or to completely
withdraw the product from the Polish market. The decision is made by the state poviat or border
sanitary inspector.

Once the investigation procedure has been completed, the GIS informs the notifying entity
in writing about the results of the investigation.

4. Conclusion

The investigation procedure concerning the dietary supplement notified for trade was
presented graphically based on the analysis of the subject literature. Nevertheless, despite the
seemingly unambiguous procedure, literature features many critical references about the
procedure’s ambiguity.

The authors raise criticisms of the investigation procedure carried out by the GIS, with
regard to, among others, the following (e.g. Zboralska, 2011; Szymecka-Wesotowska, 2014;
Van Regnault et al., 2021):
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the timing, scope and mode of the inspection carried out by the GIS with regard to,

among others, the following issues (Supreme Audit Office’s Report):

a) dietary supplements are subject to testing as part of official food inspections only
after they have been introduced into the market and only to a selected extent,

b) the notification is not verified before the dietary supplements are introduced into
the market,

c) the commencement of an investigation procedure does not halt the distribution of
dietary supplements in the market,

the prerequisites for commencing an investigation procedure are not clarified,

the timing and legal form of commencing an investigation procedure are not clarified,

the opinions of science facilities, the URPL and other indicated entities on the following:

a) the notifying entity’s inability to challenge a provision requiring it to submit an
opinion,

b) the notifying entity’s inability to challenge an opinion issued by the indicated
opinion-making facilities, because the GIS is bound by this opinion (Balicki),

the legal form of the investigation procedure’s conclusion; there is no administrative

decision (only an obligation to notify the entity in writing of the investigation’s results,

but no legal form of this notification, which results in doubts as to the legal effects of

such an act, or the possibilities of appeal),

there are no regulations concerning the notification procedure’s conclusion,

there are no regulations concerning the corrective notification.

Hence, the authors point out that, in the context of so many doubts articulated in the subject
literature concerning the mode of the investigation procedure, it is necessary to start
a discussion and take steps to clarify the legal provisions allowing for the regulation of the
aforementioned issues.

The authors of this paper have developed a visualisation of the investigation procedure that
can be commenced by the GIS regarding dietary supplements to be sold in the market of the
Republic of Poland. The procedure and its description are useful and represent a new form of
presentation of the relevant legal provisions. At the same time, references to the subject
literature allow for a direct reference to the relevant legal regulations.

Acknowledgements

This work was financially supported by the Opole University of Technology as part of the
DELTA project no. 066/21.



176 K. Hys, D.B. Matuszek, K. Olejnik, K. Bierczynski
References
1. Hys, K. (2018). Healthcare products and food supplements in Poland — a comparison.

10.

In: R. Ulewicz, B. Hadzima (Eds.), MATEC Web Conf., Vol. 183, No. 01006.
https://doi.org/10.1051/matecconf/201818301006.

Hys, K. (2020). Identification of the reasons why individual consumers purchase dietary
supplements, In: W. Sroka (Ed.), Perspectives on Consumer Behaviour. Theoretical Aspects
and Practical Applications (pp. 193-209). Contributions to Management Science. Springer.
Hys, K., Koziarska, A. (2020). Supply Analysis of Supplementary Products in Poland.
European Research Studies Journal, Vol. 23, Special Iss. 1, pp. 549-571,
doi:10.35808/ersj/1777.

Hys, K., Koziarska, A. (2021). Supplementary Product Forms: Analysis of Polish Market
Trends. European Research Studies Journal, Vol. 24, lIss. 4B, pp. 982-996,
doi:10.35808/ersj/2825.

Report NIK (2017). Raport o dopuszczaniu do obrotu suplementow diety. Available online:
https://www.nik.gov.pl/aktualnosci/nik-odopuszczaniu-do-obrotu-suplementow-
diety.html, 10 April 2023.

Regulation (EC) No 852/2004 of the European Parliament and of the Council of 29 April
2004 on the hygiene of foodstuffs.

Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017
on official controls and other official activities performed to ensure the application of food
and feed law and rules on animal health and welfare, plant health and plant protection
products, amending Regulations (EC) No 999/2001, (EC) No 396/2005, (EC) No
1069/2009, (EC) No 1107/2009, (EU) No 1151/2012, (EU) No 652/2014, (EU) 2016/429
and (EU) 2016/2031, Council Regulations (EC) No 1/2005 and (EC) No 1099/2009 and
Council Directives 98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC and 2008/120/EC,
and repealing Regulations (EC) No 854/2004 and (EC) No 882/2004 of the European
Parliament and of the Council, Council Directives 89/608/EEC, 89 /662/EEC, 90/425/EEC,
91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision 92/438/EEC
(Official Controls Regulation).

Resnik, D.B. (2018). Proportionality in Public Health Regulation: The Case of Dietary
Supplements. Food Ethics, Vol. 2, pp. 1-16 [CrossRef] [PubMed].
Szymecka-Wesotowska, A. (2014). Procedura notyfikacji suplementow diety, czyli
0 potrzebie nowelizacji ustawy z 25 sierpnia 2006 r. o bezpieczenstwie zywnos$ci 1 zywienia.
Przeglgd Prawa Rolnego, Vol. 1, pp. 147-175 [CrossRef].

Wrobel, K., Milewska, A.J., Marczak, M., Koztowski, R. (2022). Dietary Supplements
Questioned in the Polish Notification Procedure upon the Basis of Data from the National
Register of Functional Foods and the European System of the RASFF. International



Investigation procedure regarding the introduction... 177

11.

12.

13.

14.

15.

16.

17.

Journal of Environmental Research and Public Health, Vol. 19, pp. 8161.
https://doi.org/10.3390/ ijerph19138161.

Van Regnault, G.V., Costa, M.C., Paji’c, A.A., Bico, A.P., Bischofova, S., Blaznik, U.,
Menniti-Ippolito, F., Pilegaard, K., Rodrigues, C., Margaritis, 1. (2021). The Need for
European Harmonization of Nutrivigilance in a Public Health Perspective:
A Comprehensive Review. Crit. Rev. Food Sci. Nutr., pp. 1-17 [CrossRef].

Zboralska, M. (2011). Swobodny przeptyw zywno$ci w postaci suplementow diety
w $wietle orzecznictwa Trybunatu Sprawiedliwosci Unii Europejskiej. Rev. Agric. Law,
Vol. 2, pp. 83-108.

Act of June 14, 1960. Code of Administrative Procedure (Polish Journal of Laws; Dz.U.
1960, no. 30, item 168).

Act of 25 August 2006 on food and nutritional safety (Polish Journal of Laws; Dz.U. 2006,
no. 171, item 1225, Article 3.3, paragraph 39).

Regulation of the Minister of Health of 29 May 2007 on template documents for registration
and approval of establishments producing or marketing food subject to official control of
the State Sanitary Inspection (https://www.biznes.gov.pl/pl/opisy-procedur/-/proc/
520#stepldocldata).

Regulation of the Minister of Health of 23 March 2011 on the model form for notification
of products placed on the market for the first time on the territory of the Republic of Poland,
the register of products covered by the notification and the list of national scientific units
competent to issue opinions.

Regulation of the Minister of Health of 21 December 2019 amending the regulation on the
model notification form for products placed on the market for the first time on the territory
of the Republic of Poland, the register of products covered by the notification and the list
of national scientific units competent to issue opinions (https://isap.sejm.gov.pl/isap.nsf/
DocDetails.xsp?id=WDU20190002499).



