
149

Curr. Issues Pharm. Med. Sci., Vol. 34, No. 3, Pages 149-153

Current Issues in Pharmacy and Medical Sciences
Formerly ANNALES UNIVERSITATIS MARIAE CURIE-SKLODOWSKA, SECTIO DDD, PHARMACIA

journal homepage: http://www.curipms.umlub.pl/

© 2021 Author(s). This is an open access article distributed under the Creative Commons Attribution-NonComercial-No Derivs licence 
(http://creativecommons.org/licenses/by-nc-nd/3.0/)

INTRODUCTION 

The article tackles the issue of reverse drug distribu-
tion, and it discusses attempts to eliminate this practice as 
it violates national regulations, and the pharmaceutical entre-
preneurs involved in such dealings violate the conditions 
specified in the authorization to conduct business activity 
on the pharmaceutical market. In Poland, drug distribu-
tion has been a strictly regulated area of economic activity. 
The entities participating in drug trade are licensed and the 
products permitted for sale are precisely stipulated by the 
law. Legal supervision in this respect is exercised by the 
bodies of the Chief Pharmaceutical Inspectorate [1]. The 
gravity of the risks posed by the reverse drug distribution 
is evidenced by the Guidelines of the Public Prosecutor 
General on the principles of conducting preparatory proceed-
ings for offenses related to the mechanism of the so-called 
‘reverse drug distribution’ [2]. The above-outlined illegal 
practices are performed by a number of business entities 
operating all over the EU. As a result, some EU citizens 
suffer shortages of the medicines they need [3].

AIM

The aim of the analyzes undertaken in the paper is to 
answer the question whether the so-called ‘anti-export 
amendments’ to the pharmaceutical law might possibly 
eliminate the irregularities without paralyzing the trade 
conducted legally.
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METHODOLOGY

The scientific analysis of the above research problem 
was based on the dogmatic legal method, which consists 
of linguistic interpretations of the selected Polish and EU 
legal acts aimed at preventing the reverse drug distribution. 
The aim of the method used was to obtain answers to the 
following questions:
1.	 Have the aforementioned amendments succeeded in pre-

venting reverse drug distribution practices?
2.	 Are the competent supervisory bodies of Polish public 

administration efficient enough?

Reverse distribution of medicinal products

The weight of the discussed issue can be demonstrated 
by the Preamble to Directive 2001/83/EC of the European 
Parliament and of the Council of 6 November 2001 on the 
Community code relating to medicinal products for human 
use [4]. This stressed the necessity to ensure the protection 
of trade in drugs. A sine qua non condition is to control the 
entire distribution chain from production or import into the 
EU, to dispensation, through ensuring appropriate storage, 
transport and circulation conditions for these products. 
Simultaneously, each wholesaler of medicinal products is 
obligated to obtain special authorization. Point (2) of the 
Preamble to the above-mentioned directive lays down the 
fundamental objective to be followed by the EU member 
states when establishing the legal framework for the func-
tioning of retail trade in medicinal products. The following 
point of the Preamble points to the way this objective should 
be met – “by means which will not hinder the develop-
ment of the pharmaceutical industry or trade in medicinal 
products within the Community”. De lege ferenda, the EU 
law requires individual member states to design their regula-
tions on trade in medicines in such a way so as to prevent 
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drug trade irregularities, but simultaneously, not to hinder 
the lawful distribution de jure.

The term under analysis covers the illegal trade in med-
icines, which consists in buying them up from the retail 
market of a given country and then selling them abroad at 
a price several times higher than on the domestic market. 
It should be emphasized that the relatively low prices of 
medicines in Poland, especially that reimbursed, contribute 
to the attractiveness of export and force the producers to 
control the drug supply on the Polish market.

This, de facto, leads to a shortage of drugs on the retail 
market and hence their unavailability in pharmacies. The 
scale of the problem is evidenced by a list of drugs in short 
supply prepared by the Supreme Pharmaceutical Council 
submitted to the Ministry of Health. In July 2019, this list 
included 180 drugs that were not commonly available in 
pharmacies. These were medicines used in the treatment of 
thyroid diseases, diabetes, thrombosis, hypertension, asthma, 
epilepsy, migraine and depression. Not long after, in Sep-
tember 2019, the Ministry of Health published a new list 
of 350 drugs at risk of unavailability. In November of that 
year, the Ministry of Health published another list of 416 
drugs at risk of unavailability in pharmacies. Clearly, the list 
of drugs in short supply was expanding relatively quickly.

The question arises whether all drugs are subject to 
this illegal practice on the Polish pharmaceutical market. 
In practice, the reverse distribution concerns mainly reim-
bursed medicines popular in Europe and produced by the 
largest pharmaceutical companies, original medicines and 
vaccines. The trade in generic drugs or substitutes of original 
drugs is affected by such practices to a lesser extent. As a 
result, some medicines are not available to Polish patients, 
but to entrepreneurs who export them. De jure, pharma-
cies operating in Poland legally may only sell medicinal 
products to patients, and wholesalers operating in Poland 
[5] cannot purchase medicines from public health facilities 
such as pharmacies. Pursuant to Article 37ap of the Act of 
6 September 2001, the Pharmaceutical Law [6], an entity 
operating a pharmacy has to guarantee its proper functioning 
at all times. Hence, this obligation is binding not only at the 
moment of obtaining authorization to operate a pharmacy. 
Failing to guarantee that a pharmacy is operated within the 
law results in revocation of authorization de jure.

The validity of the above thesis can be illustrated with 
a decision of the Voivodeship Administrative Court in 
Warsaw [7]. The proceedings concerned the sale of medici-
nal products from a retail pharmacy to three pharmaceutical 
wholesalers. The provision of Article 72 – Paragraph 3 of the 
Pharmaceutical Law Act, which was of particular relevance 
in this case, stipulates that “wholesale trade is any action 
(...)”. A linguistic interpretation of the cited provision allows 
one to conclude that wholesale trade also covers one-off 
transactions. Therefore, the Court rightly adjudicated that 
the entrepreneur had violated the fundamental principles 
that govern the functioning of a retail pharmacy and ceased 
to comply with the aforementioned legal condition stipu-
lated in Article 37ap, that is to say, it failed to guarantee its 
proper functioning. What seems particularly dangerous is 
the practice of establishing healthcare entities whose sole 
purpose is to request medicinal products rather than treat 

patients. Such practices are undoubtedly designed to cir-
cumvent the law. However, the state pharmaceutical bodies 
do not currently have the legal power to supervise medical 
prescriptions [8] and the functioning of healthcare entities.

It should be noted at this point that it is the low prices 
of medicines in Poland, particularly those reimbursed, that 
increase the attractiveness of export and force the producers 
to control the supply of drugs on the Polish market.

Legal protection of legal drug distribution

The Polish legislator has taken legislative measures to 
ban reverse drug distribution practices. On 9 April 2015, the 
Sejm (the lower house of the Polish parliament) amended 
the Pharmaceutical Law Act [9]. Article 1 – Paragraph 10 
gave a new wording to the provision of Article 86a: “Retail 
pharmacies or rural pharmacies are not allowed to sell 
medicinal products to pharmaceutical wholesalers, other 
retail pharmacies, or other rural pharmacies”. Before the 
aforementioned act was amended, the state pharmaceuti-
cal inspection bodies had exercised supervision over the 
distribution of drugs based on the interpretation of the 
principle that “the trade in medicinal products may only be 
conducted under the terms specified in the Act” [10]. Ratio 
legis, this principle brings about certain consequences for 
entities conducting illegal activity, which has been empha-
sized by a number of authors [11]. The amendment of 12 
July 2015 introduced a new penal provision, Article 126b, 
an interpretation of which allows one to conclude that the 
above-mentioned penalisation concerned only the entities 
selling medicines, not the entities purchasing them, such 
as pharmaceutical wholesalers. Therefore, in accordance 
with the Latin maxim executio juris non habet injuriam, 
the provision did not impose penalties on pharmaceutical 
wholesalers purchasing pharmaceuticals from pharmacies. 
Verba legis, the legislator created a legal loophole. Follow-
ing amendments to Article 126b penalized the activities of 
entities that:
•	 sell medicines violating the provisions of the Pharma-

ceutical Law Act;
•	 purchase medicinal products;
•	 purchase, sell, export, move or store medicinal products 

violating the relevant provisions of the Pharmaceutical 
Law Act.
The scale of the problem is evidenced by the Supreme 

Audit Office’s report “Activities of state authorities to ensure 
the availability of medicinal products”. According to the 
report’s data, the total value of medicinal products sold to 
EU countries is PLN 3.5 billion, approximately 57% of 
which are exported illegally. Therefore, the value of uncon-
trolled export of drugs as part of the reverse distribution 
practice is estimated at approximately PLN 2 billion [12].

The provision of Article 36g – Paragraph 1, Subparagraph 
18 of the Pharmaceutical Law Act provides for an exhaustive 
list of the recipients of medicinal products sold by market-
ing authorization holders. The wholesale trade in medici-
nal products is reserved for pharmaceutical wholesalers 
who have obtained a license in accordance with Article 74  
– Paragraph 1 of the aforementioned act. An obligation has 
been imposed on such entrepreneurs (Article 78 – Para-
graph 1, Subparagraphs 1 and 3 of the said act) to purchase 
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drugs only from bona fide producers or wholesalers, and 
supply these products only to authorized entities, the list 
of which has been provided for in the Regulation of the 
Minister of Health of 12 December 2002 on entities autho-
rized to purchase medicinal products from pharmaceutical 
wholesalers [13]. It is justified to state that the Pharma-
ceutical Law Act does provide for effective mechanisms 
for combating the illegal export of drugs. One’s intention 
to move medicines outside the territory of the Republic of 
Poland or sell them to an entity operating outside the ter-
ritory of the Republic of Poland has to be now notified to 
the Chief Pharmaceutical Inspectorate who has the right 
to deny such a request. This stems from an increase in the 
number of reporting obligations related to the trade in drugs 
(the ZSMOPL system – Integrated System for Monitoring 
Trade in Medicinal Products [14]).

In order to further tighten the legal regulations, the Phar-
maceutical Law Act was amended on 26 April 2019 [15]. 
The amendment resulted in a new wording of the provision 
of Article 86a – Paragraph 1. The new provision imposed 
an obligation on retail pharmacies and rural pharmacies to 
dispense medicinal products only as provided for in the Act 
and in the Act of 12 May 2011 on the reimbursement of 
drugs, foodstuffs for particular nutritional uses and medical 
devices [16].

The question arises as to how the trade in drugs ought to 
be conducted – in accordance with the law – in order not 
to disrupt certain business and operational goals, and at the 
same time, in order to minimize the risk of certain sanctions 
being imposed by a competent supervisory authority, e.g. 
revocation of license, fines, or criminal liability. In the broad 
sense, however, the provisions of pharmaceutical law ensure 
the safety of drug trade in Poland.

Activities of entrepreneurs violating the legal drug 
distribution

Such activities may lead to certain criminal conse-
quences, stipulated in Article 165 § 1 – Subparagraph 5 of 
the Penal Code of 6 June 1997 [17], for bringing danger 
to the life or health of many people by impeding access to 
medicines saving life and health. In the literature, there are 
a number of activities performed by entrepreneurs involved 
in reverse drug distribution. In this regard, they use a variety 
of methods [18]:
1.	 Submit applications to pharmaceutical inspection bodies 

for suspending the activity of a pharmacy or pharmaceut-
ical wholesaler, but at the same time keep conducting 
their illegal activities related to the trade in medicinal 
products.

2.	 Legally set up or take over additional wholesalers in order 
to extend the drug distribution chain.

3.	 Move drugs between pharmacies owned by the same 
entity (functioning under the same NIP – Tax Identifi-
cation Number) and located in different voivodeships. 
The aim of such actions is to prevent the route of drug 
distribution from being determined.
An interpretation of point 3 seems problematic. For 

instance, if an audited entrepreneur owns a pharmaceutical 
wholesaler and a health care entity, the auditing inspector 
ascertains that the health care entity, like a patient, has the 

right to purchase drugs directly from a pharmacy. However, 
when there is a drug transfer between a health care entity and 
a pharmaceutical wholesaler, the drug distribution flow is 
undoubtedly disrupted, namely reversed, and this, according 
to the pharmaceutical inspection, is contrary to Article 86a  
of the Pharmaceutical Law Act. In the analyzed case, it 
seems apt to state that the auditing body goes beyond the 
provisions, violating the Latin legal maxim: clara non sunt 
interpretanda.

The interpretation of the Polish pharmaceutical law provi-
sions allows concluding that medicines may be traded only 
between two separate entities, not within the organizational 
structure of one enterprise. The transfer of drugs between 
warehouses belonging to one enterprise does not have to 
be documented with a VAT invoice. The question therefore 
arises whether it is possible to regard such a practice as 
‘selling of drugs’ and an instance of reversed drug distribu-
tion. There are two types of drug transfer in the Polish law: 
with and without a consideration. The sine qua non condi-
tion is that the transfer takes place between two entities oper-
ating on the pharmaceutical market. If one sells medicines 
to themselves, the ownership is not transferred to another 
person, only the place of storage is changed.

CONCLUSIONS

Having analysed the selected provisions relevant in the 
case of reverse drug distribution, it might be concluded that 
they are characterised by a high level of consistency. In 
support of this thesis, it should be mentioned that since 2015, 
legal attempts have been being made to eliminate reverse 
drug distribution. These include:
•	 new wording of Article 86a of the Pharmaceutical Law 

Act;
•	 Article 36g – Paragraph 1, Subparagraph 18 of the 

said Act – an exhaustive list of recipients of medicinal 
products sold by marketing authorization holders and 
manufacturers;

•	 Article 72 – Paragraph 3 of the said Act – the legal defini-
tion of wholesale trade;

•	 Article 78 – Paragraph 1, Subparagraphs 1 and 3 of the 
said Act – an obligation to purchase medicinal products 
only from bona fide manufacturers and wholesalers, and 
to supply such products only to authorized entities;

•	 Article 88 – Paragraph 5, Subparagraphs 5, 8 and 9 – 
the pharmacy manager’s tasks – purchasing medicinal 
products only from entities holding a permit to operate a 
pharmaceutical warehouse and dispensing them in accor-
dance with Article 96;

•	 Article 86 – Paragraph 1 of the said Act – a pharmacy is 
a public health entity where authorized persons provide, 
in particular, pharmaceutical services;

•	 Article 87 – Paragraph 2 – retail pharmacies are designed 
to supply the population with medicinal products, offi-
cinal drugs, magistral drugs, medical devices and other 
articles.

•	 § 1 – Subparagraph 1, Point 3 of the Regulation of the 
Minister of Health of 12 December 2002 on entities 
authorized to purchase medicinal products from a 
pharmaceutical wholesaler – a retail pharmacy should 
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purchase medicinal products from a pharmaceutical 
wholesaler;

•	 Article 165 § 1 – Subparagraph 5 of the Penal Code 
– acting in a different way in particularly dangerous 
circumstances (“bringing danger to the life or health  
of many people by impeding access to life and health-
saving drugs”).
The solutions adopted by the Polish legislator seem to 

be going in the right direction. Unfortunately, they have not 
solved the problem of reverse drug distribution in Poland. It 
seems that the panacea for this practice would be to fine-tune 
the system of control exercised over the main actors of the 
drug distribution process in Poland.

Since the above-discussed amendments have entered into 
force, it should be recommended to develop internal proce-
dures for verifying the status of buyers and the quantity of 
purchased medicinal products. It is also important to train 
employees of pharmacies and wholesalers in the practical 
application of such procedures. De lege lata, the availability 
of medicinal products reflects the quality and ‘depth’ of legal 
solutions pertaining to the Polish pharmaceutical market. 

De lege ferenda, it is recommended to:
1.	 Create so-called ‘pharmaceutical police’ authorized to 

efficiently and quickly inspect pharmacies and whole-
salers, and to audit the sale of drugs via the Internet; 
online sale of medicines is in fact not controlled by phar-
maceutical inspection bodies. This could be part of phar-
maceutical inspection and resemble uniformed services. 
Its basic tasks would be, for example, to:
•	 identify, prevent and detect pharmaceutical offences;
•	 exercise the right to demand necessary assistance from 

state institutions, government and local self-govern-
ment administration bodies, and entrepreneurs operat-
ing on the pharmaceutical market;

•	 initiate and organize activities aimed at preventing 
offences on the pharmaceutical market.

2.	 Increase the number of pharmaceutical inspectors 
carrying out audits of pharmacies and pharmaceutical 
wholesalers.

3.	 Fully implement the Integrated System for Monitoring 
Trade in Medicinal Products and ensure comprehensive 
monitoring of the trade in drugs that are short in supply.

4.	 Better coordinate the activities of the competent pharma-
ceutical inspection bodies, the Police and the Prosecutor’s 
Office as regards supervision over entities conducting 
medical activity if:
•	 such entities are purchasing large amounts of drugs 

that are in short supply, 
•	 it is suspected that those are not used to provide health 

services.
A sine qua non condition is that the competent super-

visory authorities fully exercise their powers. The Chief 
Pharmaceutical Inspectorate’s failure to inspect whether 
pharmaceutical wholesalers comply with their statutory 
obligations should be criticized, as it is the body’s statu-
tory obligation to do so. Another problem is that some 
Voivodeship Pharmaceutical Inspectorates fail to carry out 
audit plans. Finally, the Chief Pharmaceutical Inspector-
ate’s policy regarding fines to be imposed on pharmaceutical 

enterprises also leaves a lot to be desired (Article 127d  
of the Pharmaceutical Law Act). An example may be the 
ineffective actions taken by the Chief Pharmaceutical 
Inspectorate in respect to [19]:
•	 discovering reverse drug distribution – 39 administra-

tive proceedings have been initiated, however, none have 
resulted in withdrawing authorization to operate a phar-
maceutical wholesaler;

•	 lengthiness of proceedings for issuing a decision object-
ing to the export of deficit drugs – 10 cases – more than 
two years after the intention to export deficit drugs had 
been notified, the Chief Pharmaceutical Inspectorate 
overturned the objected decisions and discontinued the 
proceeding in its entirety.
The body’s refusal to impose fines is justified by the lack 

of tools allowing to determine an audited company’s annual 
net turnover, which is necessary to determine the amount 
of fine [20]. 

To sum up, an integrated system of supervision and audit 
should be combined with an effective system of the enforce-
ment of financial penalties, because currently the vindication 
of such liabilities does not function in practice [21]. It is 
mandatory for the bodies of the pharmaceutical inspection 
to fully exercise the competences devolved on them by the 
law. Therefore, it is necessary to urgently undertake further 
legislative actions and actions regarding the policies govern-
ing the Polish pharmaceutical market.
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