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Introduction

A characteristic of the pharmaceutical market is the existence of state regula-
tions which restrict the freedom of the market. The lack of free market character,
we can also talk given the fact that in this case the consumer does not always
decide alone about purchasing goods. Thus when he buys a drug is dictated by
doctor’s recommendation. Thus this market is specific in any way compared
with other industry markets [Michalik, Pilarczyk and Mruk 2008, p. 11].

It deserves a special attention the fact that the pharmaceutical industry is
one of the fastest growing sectors of the economy around the world. For certain
contribute to this phenomenon factors increasing the demand for drugs, such
as: the aging population, increased incidence of chronic disease, the formation
of new medical technologies and also increased awareness of patients and
their expectations connected with health care [Landa, 2009, p. 12]. Accordingly,
global expenses of medication rise. Yet by 2005 their dynamics was dispropor-
tionately fast compared to increase general expenses for health, but also to the
growth of GDP. The current average datas for OECD countries speak about the
average expenses on drugs (public and private) amounting to approximately
17% of the expenditure allocated for the functioning of health care. Between
individual countries you can see a vital correlation: the country is poorer, the
bigger the percentage of the health system budget is spent on drugs [OECD
2011]. Independently of this, all countries strive for rationalize expenses on
drugs simultaneously assurance as much as possible wide access to health care
for their citizens. In this context, fair distribution also given disproportionately
increase demand for drugs (demand) compared to financial expenditure allo-
cated for the health care sector should be based on the efficient allocation of
resources. The pharmaceutical market is a regulated market, there are a number
of administrative and legal tools which can be used to limit spending on drugs.

* Collegium Medicum im. L. Rydygiera w Bydgoszczy.
** Collegium Medicum im. L. Rydygiera w Bydgoszczy.
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These mechanisms may directly or indirectly affect the pharmaceutical sector
cause essential changes on both the supply and demand.

Review of selected factors determinig price
on pharmaceutical market

There are many reports talking about what should be taken into account in
the process of valuation of the medicinal product. Nacinovich MR. ]R mentions,
among other things: expenditure incurred during discovery of the substance,
the cost of its implementation, marketing and distribution of drugs and the
existence of similar drugs, competitive. It is also important to define the target
group of the drug and characterize disease entity, which applies to the product.

Accordingly that the pharmaceutical market will never take place free
market game, most of the tools of economic analysis and determining the
price (constructed with a view to free markets) will not apply here [Lis,
Skrzekowska-Baran and Wendykowska 2009, p. 126-129]. Factors which in
this case have a real impact on determining prices of drugs can be grouped
into three categories:

(4 medical factors;

(4 economic factors;

(4 political and environmental factors.

In the group of medical factors can be distinguished among other things
patent protection. In this case, it does not differ from patents obtained for
other products are not medicines. Thus, the drug treated the same as other
inventions can be covered by patent protection lasted about 20 years. Accord-
ingly of the fact that manufacturers must apply for a patent already in early
testing, the actual duration fluctuates within 7-8 years. The ultimate goal of
obtaining this type of protection is to recover incurred total expenses on the
drug from the manufacturer. Natural seems to be that the funder of clinical
trials of a drug, not only does not want to incur losses, but also wants get
financial benefits from expenditures. Patent protection provides the producer
amonopoly - no one else for the duration of the patent can not use the knowl-
edge gained during the research. Membership in the European Union makes
it possible to extend the patent for another five years. In practice, this period
is much longer, as manufacturers to protect their medication many patents
those obtained not only in the basic substance in the drug, but also to new
uses and its various pharmaceutical forms. Such situations make impossible
the consumer access to generic medicines that contain the same active ingre-
dients, and their cost is much lower due to the elimination in the process of
implementation on the market, the need for clinical trials.

Another medical factor influencing prices of medicinal products is so-called
the cost of producing the drug. It consists of expenses: research laboratory the
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molecules, preclinical researches, clinical researches I, Il and III phase, manu-
facturing, registration, marketing, administration and distribution. As in the
case of patent protection this factor is an indicator of profitability. Producing
the drug should guarantee return on expenditure (Return on investment, ROI).

Within the framework of the medical factors can be distinguished also the
value of the drug, or evaluate the efficacy and safety of the therapy conducted
with it. The greater efficacy and safety, this one can expect higher its price.
This factor was further described by the authors in the next chapter.

Another big group of factors are so-called economic factors - taking into
account the aspect of market competitiveness of enterprises. These can include:

4 size of the manufacturer;

[ nature of the company - whether it is a research unit of the pharma-

ceutical company;

[d return on investment - effectiveness of use of expenditure in order to

achieve a profit (return on investment, ROI);

[ profitability of the company.

The remaining group of factors (environmental, and political) refer mainly
to national regulations. They are connecting to, among others, the registration
system of marketing authorization, but also with reimbursement system that
determines whether and how drugs are financed from public funds. Reim-
bursement has an indirect impact on the price of medicines covered by it. In
addition, this group also can include political and economic aspects.

Chart 1. Factors affecting drug prices
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Tools for valuation the medicine on the manufacturer’s side

Determination the price of the drug on the basis of the value

One of the most important tools for determining the price for the manufac-
turer’s side is the so-called valuation based on the value of the product (value
based pricing, VBP). This method defines the clinical and therapeutic value
of the drug by comparing its effects and costs with efficiency and valuables
current therapeutic programs. Constituent evaluation value of the drug are:
economic analysis and analysis of clinical effectiveness. The most commonly
used economic analysis in this case is the so-called analysis of the impact on
the budget of the payer (BIA). BIA is the financial analysis carried out form
perspective of the payer. It informs whether the implementation of a new drug
therapy affects the current consumption of the health care system budget. BIA
starting point is to determine:

(4 how much the current therapy costs;

[d whether the introduction of new therapy will affect the number of

medical visits, hospitalization and the purchase of medicines;

[ which group of patients and at what stage of the disease a new therapy

is to be proposed;

[ and what is the size of the population, to which to be addressed new

technology?

Clinical effectiveness analysis is however a review of reports from scien-
tific research to keep compare the effectiveness of new drugs with similar
therapeutic options in mind.

With the clinical effectiveness it is related the clinical value of the sub-
stance contained in the medicine. This evaluation is carried out according
to the criteria of evidence-based medicine (EBM), and its endpoint is the
determination of the height of indicator QALY for a given technology. It is
a widely known measure specifying the health benefits included in life years
corrected by quality.

Carrying out these analysis is the starting point for the VBP, the purpose of
which is, as mentioned earlier; a comparison of the effect and the cost of new
technology with existing. Therefore, for value based pricing is important to
specify with what the new drug to be compared, or to define the comparators.
VBP therefore can be used, in the case when it is known at least one therapy for
the definite indication, that is, when it is possible to determine the comparator.
The assumption VBP does not apply to drugs generic, because they are included
in the same active substance, it is difficult for them to specify such a comparator,
which would have a different effect. Another situation is when for a given drug
proposes entering its new pharmaceutical form. In this case, the VBP applies.

Within the framework the value based pricing the determining prices is
based on the dependence of the price of the level of innovation of the proposed
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technology. Innovative materials, whereby is obtained greater benefit to the
patient may be higher valued than their comparators. This phenomenon is
called a premium price and refers to “the bonus of additional health benefits”.

VBP may be impractical tool for the process of valuation of drugs, in situ-
ations where the substance is characterized by the different effectiveness of
various groups of patients or to different disease entities. Then, for each popu-
lation and each indication, the drug is a completely different technology, for
which should be applied other prices. This situation is frequent phenomenon,
and manufacturers and national law regulators, manage with it in different
ways. The most commonly used is to register the substance under different
names for different indications.

The return on investment

Another essential tool is the ROI (return on investment, ROI). It helps to
determine the optimum percentage or in cash, for which the investment is
profitable. This decision is usually taken after clinical researches for the drug,
which absorb the greatest part of defence. According to EFPIA (European Fed-
eration of Pharmaceutical Industries and Associations) in 2013, the cost of all
researches in the pharmaceutical industry for the European area amounted
to 30 630 million euros. However total defence on researches on one drug
consume an average of 1,172 million euros (according to data from 2012).
Before the drug get into the market passed average of 12-13 years since the
first synthesis (EFPIA 2014, s. 7-8).

In the settlement of whether the investment is profitable, the key is to
compare the expected extreme income and extreme cost of capital. If the
extreme income is equal to or greater than final cost of capital, then the
investment is favorable and the manufacturer can proceed to estimate the
price of the final product.

At the height of the ROI is affected by many indirect external factors of
which the most important are demographic change and an increase in the
demand for drugs. Its variability is also conditioned by phenomenons oc-
curred within the market, such as: parallel import and reducing defences on
drugs by the payer.

Parallel import is a subject to the EU law rules. It is favorable for consumers
because it provides access to the same drugs, but with fundamentally lower
prices. [Chomont, Grzebieluch, 2012 p. 53]. [t also contributes to a unification
European pharmaceutical market [Zaprutko and others, 2012, p. 136-144].

Reducing of payer’s expense and the related with it increase in indicator
the return on investment (at the same time assurance for beneficiaries of the
system wide access to modern therapies) is the cause of signing a so-called
risk-sharing schemes (risk sharing schemes, RSS) between the producer and
the payer. Generalizing the risk occurring on the producer’s side involves



326 Klaudia LUCIUS, Edyta SIMINSKA

primarily to the lack obtain a reimbursement and on the payer’s side the
most frequently associated with making the wrong decision reimbursement.

Competitiveness and pricing strategy on the pharmaceutical market

The existence of competition affects the fixing of prices within a given
market. Irrespective of the sector of economy, manufacturers in the first col-
lect data about the prices of the same or similar goods of competitors.

There are different determining prices strategies on non-monopolistic
markets. For the pharmaceutical market can be enumerated:

[d penetration strategy consisting in the initial valuation of price of the
drug below the price level of competition - the aim is to take market
share and reduce the risk of emergence of new competitors;

[d parity strategy, according to which a new drug should cost the same
how much it costs the same drug in the competition;

1 strategy of Skimming pricing used when no anticipated strong competi-
tion on the market; in this case, the manufacturer determines initially
higher price.

National mechanisms regulating the prices of medicines

In most European countries in the process of making decisions of prices
and reimbursements pharmacoeconomic analyzes are used and the results
of health technology assessment (HTA, health technology assessment). It is
usually a required element of the national law.

HTA is a interdisciplinary process. During this type of analysis takes into
account the reports not only in the fields of medical science, but also economic,
ethical, legal, and social. Health technology assessment aims to deliver infor-
mation about a change in health status of the person subject to the exposure
of a given technology. The term medical technology is meant here: the use of
a given drug in a specified indication of health, surgeries and operations, but
also therapeutic and health programs. Health’s change is however so-called the
end-point. Comparison of the incidence of specified endpoints in patients sub-
jected different theraphies about the same indication, allows indices technology
with the highest efficiency. In the HTA report makes a breakdown of figures
specifying positive and negative effects of a given technology. It is important
to bear in mind in preparing the evidence of their quality and the principles
of evidence-based medicine (EBM). For decision-makers, HTA analysis is a tool
for making a choice involve the reimbursement of given medicine, where there
are many alternatives. Through to the existing health technology assessment
agencies in openly way can be realise social solidarity rule and secure equal
access to medical services, at the same time controlling the budget.
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In the case of an posivite opinion occuping HTA agencies in the given
country, a specific drug can be placed on the reimbursement list. Previously,
the price is fixed official and the principles on which will be based co-payment
for the drug by the payer and the patient. In this case, the given drug is gaining
privileged market position. The drug covered by the reimbursement is much
more available for the patient, and therefore its expected higher sales com-
pared with drugs not reimbursement. The process of granting reimbursement
is for the manufacturer an opportunity to negotiate the price (in a situation
where pricing agreements are legal), or the making a deal about the division
of risk. For the manufacturer, it is important that the drug was listed as re-
imbursement at the possible highest price and the highest limit. In the Polish
law distinguished group of medicines covered by the common drug limit.
General criteria for qualifying for the group defines the Minister of Health
in the relevant regulation. General rules for the allocation to the group is to
have by the medicine the same indication, comparable effectiveness, similar
side effects and way of ministration. If the price of the drug’s packaging from
given group exceeds a set limit a patient must pay the difference. Therefore,
according to Polish legal regulations limit of price is a part paid by the payer,
while in most European countries this is possibly the largest part of the fee
for the drug, which may be payable by the patient.

According to the World Health Organization participated in funding drugs
by the patient should not exceed 40%. In Poland, there is no unequivocal
data that would determine what is the proportion of patients in co-paying
for drugs. The disproportion between the data from the National Health Fund
and independent research is huge and fluctuates from 33,23% (according to
data from the National Health Fund) to 68,78% (according to data from the
report Expert Pharma) (report 2008).

Reimbursement systems in individual countries provide for additional
tools regulating the pharmaceutical market. One of them is the price freeze
mechanism aimed at maintaining the hitherto level of prices, which in special
circumstances affects positive on maintaining the balance of the pharmaceuti-
cal market.

Pharmaceutical market in Poland

Polish pharmacy market in 2009 in producer’s prices was worth 19,4 bil-
lion zt, including pharmacy market - 16,7 billion zt [Golinowska, 2008, p. 104].
According to the current data it is the largest of this type market in Central
and Eastern Europe and the sixth market in Europe [PAIZ, 2013, p. 1-3].

Membership in the European Union enforces on all Member States to make
reimbursement decisions by the so-called transparency directive. It is related
to the obligation to justify and calling upon objective premises. In Poland
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that process is ocupping by the state organizational unit: Agency for Health
Technology Assessment (AOTM). Recommendations issued by the AOTM for
the inclusion of a particular drug on the reimbursement list are not binding
for the Ministry of Health. According to available data, only 60% positive or
negative recommendation of the Consultative Council AOTM was consistent
with the presence or absence of a drug on the reimbursement list [Czech
Republic, 2010, p. 124]. Medical Technology Assessment Agency formulating
recommendations take into account factors such as:

(A therapeutic benefits

[d benefit for the patient,

[ profitability,

(4 impact on the budget.

Comparison of aspects taken into account within the framework the assess-
ment of medical technology in various European countries shown in table 1.

Table 1. Criteria taken into account in the assessment of medical technology in European countries
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therapeutic benefit X | X X | X X | X X | X X | X

the benefit for the patient X X X X X X X X X X

profitability X X - X X X X X

impact on budget X X | X | X | X | X | X

innovation X X X X X

the existence of alternative X X X

methods of treatment

availability X X

impact on public health X

Source: Sorenson, Kanavos, Drummond, 2007.

Reimbursement lists and therapeutic programs are the main drug reim-
bursement regulations. Behind shape reimbursement lists responsibility of
the Ministry of Health. However, therapeutic programs, covering mainly cancer
therapies are regulated by the National Health Fund.

Medicines from the list of reimbursed medicines are divided into thera-
peutic groups, within the framework is effective a one limit price, determined
by the drug on lowest price. Reimbursement is divided into three levels:
100%, 70% and 50%. In the case of one hundred percent refund, the patient
is obliged to pay a fee flat rate which is currently 3,20 zt.
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In contrast to countries such as Hungary, Estonia or Latvia, in Poland
for non-reimbursed medicines there is no legal regulations related to their
price. However, in the case of products from the reimbursement list has laws
specifying the maximum amount of wholesale margin (8,91%) and pharmacy
margin (7% VAT). The regulated in that way prices of products covered by
reimbursement from public funds is aimed at assurance the stability and
control of the budget of the National Health Fund.

A huge problem of Polish legal regulations related to the reimbursement
of medications is non-compliance with EU law. Although there is a state unit
dedicated to the research of the merits of reimbursement of a medicine, but
the process of considering applications reimbursement and determining
prices takes longer than specified in the Directive (max. 180 days) [Czech,
2010, p. 87-157].

Ending

There are many mechanisms having direct or indirect impact on the prices
of medicinal products. The ability to regulate them has positive and negative
sides, which depend on the circumstances of their implementation. Factors
that affect the final result of used mechanisms include: financing, and expen-
diture on pharmacotherapies, the type of health care system, the existence
of the state of health technology assessment or stage of development of the
pharmaceutical market.

The most important, from the point of view of price formation on the
pharmaceutical market, is the fact that its primary regulator is the state. Its
activities are centered mainly on reducing prices, with the aim of relieving
the budget of the payer. In many countries, prices are also regulated of non-
reimbursed medicines. This behavior, to some degree limits the development
of the pharmaceutical sector, which is one of the most important and largest
industries in the world. The great difficulty and challenge for national regulators
is to strike a balance between supporting the pharmaceutical industry as an
important sector of the economy and providing its citizens the widest possible
access to the best medicinal products, in a situation of financial constraints.
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Summary

The pharmaceutical market is characterized by the existence of state regulations restrict-
ing his freedom to market and is one of the fastest growing sectors of the economy all
over the world. Factors that have a real impact on determining the price of drugs can be
grouped into three categories: medical factors, economic factors, political and environ-
mental factors. In the group of medical factors can be distinguished patent protection,
the cost of producing the drug and the value of the drug. To economic factors, taking
into account the aspect of market competitiveness of companies, include: the size of the
producer, nature of the company - whether it is a research unit of the pharmaceutical
company, return on investment - effectiveness of use of expenditure with the aim of
achieving a profit (return on investment, ROI), profitability entity. The remaining group
of factors (environmental, and political) relate mainly to national regulations. They are
connected with among others the registration system of marketing authorization, whether
a reimbursement system that determines whether and how drugs are financed from
public funds. Membership in the European Union forces on all Member States to make
reimbursement decisions by the so-called Transparency Directive. It is connected with
the obligation to justify decisions, and calling upon objective reasons. Medical Technol-
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ogy Assessment Agency formulating recommendations take into account factors i.e.
a therapeutic, benefits for the patients, cost-effectiveness, impact on the budget.

Key word: medicine, medicinal product, the price, the pharmaceutical market, parallel im-
ports, HTA, patent protection, the reimbursement, health economics, pharmacoeconomics

Mechanizmy ustalania cen produktéw na rynku farmaceutycznym

Streszczenie

Rynek farmaceutyczny cechuje sie istnieniem regulacji panstwowych ograniczajacych
jego swobode rynkowa i jest jednym z najszybciej rozwijajacych sie sektoréw gospodarki
na caltym $wiecie.

Czynniki, ktére majg realny wptyw na ustalanie cen lekow mozna pogrupowac na trzy
kategorie: czynniki medyczne, czynniki ekonomiczne, czynniki polityczne i Srodowiskowe.
W grupie czynnikéw medycznych wyrézni¢ mozna ochrone patentowg, koszt wytworze-
nia leku oraz wartos¢ leku. Do czynnikéw ekonomicznych, bioracych pod uwage aspekt
konkurencyjno$ci rynkowej firm, zalicza sie: wielko$¢ producenta, charakter firmy - czy
jest to jednostka badawcza czy firma farmaceutyczna, zwrot z inwestycji - efektywnos¢
wykorzystania naktadéw w celu osiggniecia zyskéw (return on investment, ROI), ren-
towno$¢ podmiotu. Pozostata grupa czynnikéw (Srodowiskowe oraz polityczne) odnosza
sie gléwnie do krajowych regulacji prawnych. Zwigzane sa m.in. z systemem rejestracji
dopuszczenia do obrotu, czy systemem refundacyjnym, ktory okresla czy i w jaki sposéb
leki s finansowane ze $rodkéw publicznych.

Przynalezno$¢ do Unii Europejskiej wymusza na wszystkich panstwach cztonkowskich,
podejmowanie decyzji refundacyjnych wedtug tak zwanej dyrektywy przejrzystosci.
Zwigzana jest ona z obowigzkiem uzasadniania podjetych decyzji oraz powotywaniu sie
na obiektywnych przestankach. Agencja Oceny Technologii Medycznej formutujac reko-
mendacje bierze pod uwage czynniki tj. korzysci terapeutyczne, korzysci dla pacjenta,
optacalno$¢, wptyw na budzet.

Stowa kluczowe: lek, produkt leczniczy, cena, rynek farmaceutyczny, import réwnolegty,
HTA, ochrona patentowa, refundacja, ekonomika zdrowia, farmakoekonomika

MexaHu3mbl onpefeneHus LeH NPoAYKTOB Ha GapMaLeBTMUECKOM PbIHKe

Kpatkoe copepxanue

dapmareBTUYECKUN PBIHOK XapaKTePHU3yeTCsl CYIleCTBOBaHHEM I'OCyJapCTBEHHBIX pe-
T'yJIMPOBaHUH, OTPAaHUYMBAKOLINX €r0 PHIHOYHY0 CBOGO/Y, U IBJISIETCS OJTHUM U3 0YeHb
OBICTPO PA3BUBAKLINXCA CEKTOPOB 9KOHOMUKHU BO BCEM MHUPE.

@aKTOpBbI, KOTOpPbIE UMEIOT PeasbHOE BJIUSHUE HA YCTAHOBJIEHHE IIeH JIEKAPCTB, MOXKHO
pasziesIuTh Ha TPU KAaTErOPUM: MeSUIIMHCKNUE, SKOHOMUYECKHUE, TIOJUTHYECKHUE U CO-
[[MaJbHbIE. B rpynne MeJUIUHCKUX GAKTOPOB MOXXKHO BBIZIEIUTD NMAaTEHTHYIO OXPaHY,
pacxo/ibl, CBSI3aHHbBIE C CO3/JaHHEM JIEKapCTBa, a TaKXKe CTOMMOCTB JieKapcTBa. K sko-
HOMHUYECKUM PaKTOpaM, MPUHUMAs BO BHUMaHHUE acCleKT PbIHOYHONW KOHKYPEHTHOCTH
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$UpM, OTHOCATCS: YPOBEHb MPOU3BOLUTEJISA, XapaKTep GUPMBbI — ABJIAETCS JU OHA UC-
ce,0BaTeNbCKON UK papMaleBTHYecKor GUpPMOi, MOKPBITHE HHBECTULUH —- 3bdek-
THUBHOCTb UCIIOJIb30BAHUSA 3aTpaT AJis JOCTHKEeHUs] NpuoObLIK (return on investment,
ROI), peHTabesbHOCTh cy6beKkTa. OcTasbHas rpynmna GpakTopoB (CoOLMaNbHBIE, A TAKKE
HOJIUTUYECKHE) OTHOCATCS, [JIABHBIM 006pa3oM, K OTeYeCTBEHHbIM 3aKOHOATe/IbHbIM
peryaupoBaHusiM. OHU CBsI3aHbl, KPOMe BCEro MpPOYero, C CUCTEMON perucTpaLuu Jo-
MyLeHUs1 K 060pOTY, UM CUCTEMON BO3MellleHUsl 3aTpaT, KoTopas onpezessieT, Kak
Y KakuM 06pa3oM JiekapcTBa 6yayT $puHAaHCUPOBAaHbI U3 NMYOJIUYHBIX CPEJICTB.
[Ipunagnexnoctb k EBponeiickoMy Coro3y TpebyeT OT BcexX 4JIE€HCKHUX TOCYAapCTB,
NPUHUMATh pellleHHs M0 COOUHAHCUPOBAHUIO COTJIACHO, TAK HA3bIBAEMOU JUPEKTHBE
npo3payHocTH. CBAI3aHa OHA € 00513aHHOCTHIO 0O0CHOBAHUS IPUHUMAEMbIX pelleHUH,
a TakXe yKa3aHHUs 00'beKTUBHBIX NpeAnocbloK. AreHTcTBO OueHKU MequIiMHCKOU
TexHoJsiorMH, POPMYIHUPYS pEKOMEHAALMH, IPUHUMAeT BO BHUMaHUe caeaytouiue Gpak-
TOPBI, @ KOHKPETHO, TEPANeBTUYECKYIO 10JIb3Y, 0Jb3Y A/ NalMeHTa, OKYIaeMOCTh,
BJIMSIHHE Ha OIO/KET.

KiroueBble c/I0Ba: JIEKapCTBO, JIeYEOHbIN MPOAYKT, IleHa, papManeBTUYEeCKUH PhIHOK,
napaJ/ienbHbli UMNopT, XTA, maTeHTHas oXpaHa, Bo3MellleHUe 3aTpaT, 9KOHOMUKaA
3710poBbsl, papMaleBTUYeCKasd 3IKOHOMUKA
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