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The Act of 12 May 2011 on the Reimbursement of Medicines, Foodstuffs Intended for Partic-
ular Nutritional Uses and Medical Devices constitutes a major change of the reimbursement
policy in Poland. The main aims of this Act were to rationalize the reimbursement policy and
to reduce spending on reimbursed drugs. The Act seems to have met these goals: reimburse-
ment policy (including pricing of reimbursed drugs) was overhauled and the expenditure

KeJ_’W"rdS-' . of the National Health Fund on reimbursed drugs saw a significant decrease in the year
g‘;g?;ﬁg“em policy following the Act’s introduction. The annual savings achieved since then (mainly due to the

introduction of risk sharing schemes), have made it possible to include new drugs into the
reimbursement list and improve access to innovative drugs. However, at the same time, the
decrease in prices of reimbursed drugs, that the Act brought about, led to an uncontrolled
outflow of some of these drugs abroad and shortages in Poland. This paper analyses the
main changes introduced by the Reimbursement Act and their implications. Since the Act
came into force relatively recently, its full impact on the reimbursement policy is not yet
possible to assess.
© 2016 The Authors. Published by Elsevier Ireland Ltd. This is an open access article under
the CC BY-NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).

Reimbursement system
Pharmaceuticals

1. Introduction

There is no homogeneous reimbursement policy in the
European Union (EU). EU Member States are free to set their
own lists of reimbursed drugs, their prices and reimburse-
ment levels, as long as they comply with the overall EU
regulations, such as the Transparency Directive [1,2]. The
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growth in public pharmaceutical expenditure (76% in the
outpatient sector in the EU countries on average between
2000 and 2009) forced many European countries to intro-
duce new pricing and reimbursement regulations aimed
at reducing spending on drugs [2]. In Poland, spending
on drug reimbursement by the public payer, the National
Health Fund (NHF), saw a 12% growth in 2009 compared
to 2008, which was the highest annual growth rate in the
2000-2011 period [3].

The Act on the Reimbursement of Medicines, Food-
stuffs Intended for Particular Nutritional Uses and Medical
Devices [4] (hereinafter referred to as “the Reimbursement
Act” or “the Act”) was drafted by the Ministry of Health
in order to rationalize the activity of the NHF in the field
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of reimbursement policy and to rationalize its budget (i.e.
reduce its spending on reimbursed drugs). Another objec-
tive was to make prices of reimbursed drugs uniform across
the country by introducing fixed prices and fixed wholesale
and retail margins and to implement a new way of calcu-
lating them, which would comply with the EU accounting
standards (Commission Regulation (EC) No 1126/2008 of 3
November 2008) and EU transparency regulations (mainly
Council Directive 89/105/EEC of 21 December 1988 relat-
ing to the transparency of measures regulating the prices
of medicinal products for human use and their inclusion in
the scope of national health insurance systems [5] which
recommends that reimbursement decisions are made on
the basis of a credible assessment of data from the best
available clinical trials and an assessment of clinical effec-
tiveness and allows for experts’ opinions to be additionally
taken into account).

2. Policy content and process

The Reimbursement Act came into force on 1 January
2012 as part of a package of healthcare acts that also
included: the Act on the Information Systems in Health
Care, the Act on Patient Rights and the Patient Rights
Ombudsman, the Act on the Professions of Physician and
Dentist, and the Act on Therapeutic Activity. It laid down, in
one legal act, the rules for the reimbursement of medicines,
foodstuffs intended for particular nutritional uses, and
medical devices. The key changes introduced by this Act
are summarized in Table 1.

2.1. Pharmaceutical cost containment measures

In order to alleviate budgetary pressures, the Act
introduced several mechanisms to decrease expenditure
on reimbursed drugs: (1) the Act defined a percentage of
the total funds for guaranteed benefits that can be used
for drug reimbursement-this percentage was set at 17% (it
used to be 18% or more); (2) when the amount spent on
drug reimbursement exceeds 17%, all Marketing Authori-
sation Holders (MAHSs) of the reimbursed drugs will have
to cover the extra expenditure (a pay-back mechanism);
(3) the Act made statutory prices based on mandatory
negotiations, set price limits for generic drugs (set at 75%
of the original drug price) and introduced adjusted fixed
wholesale and retail margins (the pricing process for reim-
bursed drugs is depicted in Fig. 1). Before the introduction
of the Act, there were no fixed prices for reimbursed drugs,
which meant that access to reimbursed drugs was unequal.
Prices had a character of maximum prices and pharmacies
could charge lower prices to attract customers and increase
sales. Pricing of generics was not regulated. The wholesale
margin was relatively high compared to other European
countries (8.91% in Poland compared to less than 5% in
the Czech Republic, Greece, Spain, Finland, Italy, Sweden,
and Latvia [6]) but manufacturers could offer rebates
to pharmacies and this practice was widespread. There
were also no fixed retail margins. The Reimbursement Act
brought the wholesale margin down to 5% (from 2014
onwards), prohibited the use of rebates (pharmacies may
now face financial penalties if they obtain rebates from the

manufacturers), and made retail margin dependent on the
wholesale price. The Act also prohibited advertising and
other marketing of reimbursed drugs, which was previ-
ously not restricted (Table 1).

Another improvement introduced by the Reimburse-
ment Act was the establishment of the Economic
Committee, which is attached to the Ministry of Health and
is responsible for negotiating with pharmaceutical compa-
nies the official sales prices for reimbursed drugs, levels
of patient co-payments, and indications for reimburse-
ment. The Economic Committee makes recommendations
regarding: (1) the level of reimbursement (this can either
be (a) 100% reimbursement with no patient co-payment,
i.e. free of charge; (b) a flat fee; or (c) partial reimburse-
ment - 70% or 50%), depending on the cost and duration
of treatment; (2) differences in the reimbursement level,
e.g. lower drug prices for certain population groups; and
(3)reimbursement period (2, 3 or 5 years). According to the
Act, reimbursement decision has to be made on the basis of
scientific evidence. To have the drug reimbursed, the MAH
has to prove its cost-effectiveness compared to the alter-
native therapeutic substance which is already reimbursed
from public funds.

Another novelty of the Act in the area of reimbursement
is the introduction of a negative reimbursement criterion,
whereby reimbursement is waived when a health condi-
tion can be avoided by a change in lifestyle. This can lead
to the exclusion of certain drugs, which could improve the
quality of life for the patients, from reimbursement.

Under the provision of the Act, physicians were given
additional obligations in terms of writing detailed pre-
scriptions for reimbursed drugs, including specifying the
reimbursement category. The NHF may impose heavy
financial penalties if irregularities in prescribing (e.g.
wrong level of reimbursement indicated on the prescrip-
tion or writing a prescription for a reimbursed drug to a
person not entitled for reimbursement) are detected.

2.2. Access to innovative high-cost drugs

The Reimbursement Act also introduced risk-sharing
schemes (RSSs), which constitute a relatively novel mecha-
nism for financing innovative medicines that are high-cost
[7]. RSSs are mostly used when there is uncertainty about
the cost-effectiveness of expensive, innovative drugs. Dur-
ing the health technology assessment (HTA) process a
“threshold price” is calculated, i.e. the price at which the
Incremental Cost-Effectiveness/Utility Ratio (ICER/ICUR)
(the result of Cost-Effectiveness/Utility Analysis) does not
exceed the threshold of three times per capita GDP. The
MAH of the expensive drug may reduce the ICER/ICUR by
proposing a risk-sharing scheme (RSS). It allows the dis-
tribution of financial and/or health outcomes risk between
the MAH and the public payer [7]. In accordance with the
Reimbursement Act [4] the proposed RSSs can (1) make
the MAH’s revenue dependent on the health outcomes (i.e.
focus on the health effects); (2) make the official sales
price dependent on the MAH assuring the supply of the
drug at lower negotiated price (price discount); (3) make
the official sales price dependent on the drug’s turnover
(price-volume agreement); (4) make the official sales price
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