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ABSTRACT

On 12th May 2011, the Act on Reim-
bursement of Medicines, Foodstuffs In-
tended for Particular Nutritional Purpos-
es and Medical Devices was introduced
to the Polish healthcare system.

After one year of the Act being oper-
ational, the government concluded that
the bill was bringing certain benefits
to the taxpayer by, sometimes, drastic
cuts in the immediate profits of produc-
ers, importers and retail and wholesale
businesses, both in private and public
healthcare. Simultaneously with govern-
ment actions, various analyses are un-
derway from the private sector initiative
(including, among other, IMS Health Po-
land, Pharma Expert, Kamsoft, WHO, and
some European law firms).

The implemented changes in the pric-
ing process of medicinal and medical
products (a flexible system of price set-
ting); an array of medications with identi-
cal/near identical profile into, so-called,
limit groups and narrowing the scope
of reimbursement to drugs, adminis-
tered in compliance with their intended
use, as well as the integration of the new
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legal provisions with the already exist-
ing regulations have brought substan-
tial financial benefits to the taxpayer.
Rationalisation of expenses, incurred
by NFZ (the Healthcare Fund), was the
primary goal of the Reimbursement Act,
while extending the scope for the use
of medication particles, as well as of the
latest medical technologies, e.g., in new
or modified medication programmes.
The aim of this study was an analysis
of the overall functioning and results
of the Reimbursement Act after one year
from its implementation.

THE PHARMACEUTICAL MARKET IN POLAND (2011)

IMS Health Poland's analysis, made on the
basis of the elementary indicators charac-
terising pharmaceutical markets in Europe,
shows that Poland places far behind in the
ranking. The applied parameters included:
the total of the pharmaceutical market, av-
erage medication prices, reimbursement
levels or medication consumption per cap-
ita, see Table 1 for a detailed presentation™.
It should be emphasised that the values en-
compass the year 2011, hence before the
implementation of the Reimbursement Act
inJanuary 2012.
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The Act of May 12, 2011, on Reimburse-
ment of Medicines, Foodstuffs Intended for
Particular Nutritional Purposes and Medical
Devices was amended by the Act of Janu-
ary 13, 2012 on Reimbursement of Med-
icines, Foodstuffs Intended for Particular
Nutritional Purposes and Medical Devices
(Journal of Laws of 2012, No 0 item 95), its
main goal being to rationalize public ex-
penses, while keeping capital dues, which
should generate substantial savings for the
state budget and a reduction of medication
prices for patients. However, the chief goal
of the new Act was to bring order to the mar-
ket of reimbursed medications by ehanced
availability of relatively new medications
(the Polish market of reimbursed madica-
tions encompasses mainly generic products
from domestic production and import) and
an extending range of innovative Products.
Following the Transparency Directive of the
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EU, the Act guarantees transparency and
contributes to Poland’s image of trustwor-
thy, transparent European and world partner
in business. The interested parties include
all subjects of the pharmaceutical market
in Poland (Figure 1, Pharma Expert, 2011).

The major changes, brought by the Act
to the pharmaceutical market, include:

* acertainstabilisation and more effective
control of public expenses for the reim-
bursement of medications and medical
products, which amount to 17 % of total
funds allocated for guaranteed medical
services,

* pay-backs when supply limits are ex-
ceeded;

+ fixed prices (set by the Minister of Health
after negotiations with involved parties
or their proxies) and fixed wholesale
margins for reimbursed medications;

* limit groups under a common financing
limit. The limits are set as the highest
price out of the lowest wholesale prices

Table 1. Comparison indicators *

Comparizon of main parameters in 2011 vear

Total pharmaceutical market

6 of 26 4,9 mid € ---
Total pharmacy market per capita 6 of 26 110 € 295 £ S5
Health maintenance expenditures 22 of 23 a
oer capts 1389 % 3434 % - 60 %
[nnovation medications average 21 of 22
prices 7.1€ 17,3 € - 59 %
Zeneric medications average 26 of 27
prices 2,8€ 4.9€ - 43 %
Patient co-paying medication lewvel 10f13 &7.0 % 34.4 9, + 32 pp

r L .

Percent of the generic medications 10f 23 -
¥ i el ek 66,3 % 39,5 % + 27 pp
Meckcation consumplion per capita 12 0f 22 1 400 CU 1515 CU -7,5 %

(in CU unites)
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for a daily dose of a medication (Defined
Daily Dose - DDD), which complements
15% of the monthly turnover of a given
limit group;

* modified criteria to include medications
on reimbursement lists, with a close as-
sociation with medical product charac-
teristics (supported by verified scientific
evidence);

* the decision is made by the Secretary
of State for Health after a recommen-
dation from the Transparency Board,
an opinion of President of The Agen-
cy for Health Technology Assessment
(AOTM), the position of the Economic
Commission and the clinical and practi-
cal importance of assessed product;

* announced publication of the list with
reimbursed medications every two
months, dynamically illustrating the re-
imubursement process in Poland;

* elimination of the, so-called, ,faulty re-
imbursement”; So far, a non-reimbursed
medication, equivalent to the substance
on the reimbursement list and its price
being lower than the limit price of the
reimbursed medication, could be sold
by pharmacy as a reimbursed product.
Now, only the products, which are on the
list of reimbursed medications, apply for
refund;

* banned advertising. The Act, as the first
among legal acts, dedicated to health-
care and the only one in the legislation
today, has introduced a ban on discounts
for medications, foods for special pur-
poses and other medical products at all
their distribution levels.

PHARMACY MARKET

Throughout 2011, the pharmacy market
was tightly consolidated — about 68 % of all
the pharmacies were included in commer-
cial chains or sales groups. The initial capital
of chain pharmacies unequivocally reveals
their financial associations and business
relationships with the biggest wholesalers
in Poland. The other pharmacies are in pri-
vate hands, mostly of family businesses,
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Figure 1. Stakeholders

demonstrating various purchasing struc-
tures. At the time of the Act implementa-
tion, there were 13,985 pharmacies on the
Polish market (source: Central Statistical
Office 2011). The value of the medications
on sale at pharmacies reached the amount
of PLN 22.3 billion.

The onset of negotiations on procedures,
carried out by the Ministry of Health with in-
volved parties, brought about a considerable
panic on the market in December 2011, ar-
tifically heated up by the media and demon-
strated by unrest at pharmacies and exces-
sive buying. Doctors prescribed more drugs,
especially for long-term medical conditions.
as well as for popular medical products, e.g.,
sugar level assessment strips or dressing
packages for long-term care. That enhanced
trading at pharmacies considerably dimin-
ished their stock levels of medical products,
sold against prescription, e.g., an average
stock volume in Octobe 2011 was sufficient



THROUGHOUT 2011, THE
PHARMACY MARKET WAS
TIGHTLY CONSOLIDATED
—ABOUT 68 % OF ALL

THE PHARMACIES WERE
INCLUDED IN COMMERCIAL
CHAINS OR SALES GROUPS.
THE INITIAL CAPITAL

OF CHAIN PHARMACIES
UNEQUIVOCALLY REVEALS
THEIR FINANCIAL
ASSOCIATIONS AND
BUSINESS RELATIONSHIPS
WITH THE BIGGEST
WHOLESALERS IN POLAND.

for 33 selling days, in November 2011, it was
enough for 31 days, while in December 2011,
the average stock volume was traded with-
in 20 days only. This lower stock potentials
in December 2011 and the observed small
decreasing tendency in November 2011,
could also have been dictated by conscious
decisions of pharmacy owners to reduce
stocks against the applicable tax policy.

The December rise of pharmacy retail
sales caused a soaring increase in the value
of reimbursed medications, more distinctive
in analyses as the sales rates in January and
February 2012 were much lower, probably
also for the necessity to refill stocks and
gradually return to turnover stability and
serving the needs of patients. See Table 2 for
a comparison of the pharmacy market values
between the years 2010 and 2011.

On the basis of the presented comparison
it is difficult to draw unequivocal conclusion
as to the vital influence of the results of the
act treated as a becon of drastic changes
in the system on the Polish pharmacy market.

A particularly important change is the total
ban on advertising of the reimbursed med-
ications, practically, at every trading level.
This particular regulation has raised much
controversy, stirring emotions among many
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products, perceive the Actas unconstitutional
and damaging for their profits. The fragment
inthe Acton on banning the advertising is not
specific as the Act does not forbid advertis-
ing materials to be displayed / exposed at the
pharmacy. Morover, shop-window and out-
door advertising is a allowed, as long as it en-
courages the use of a given product but with-
out any references to the price aspect. As far
as the prices of medications are concerned,
the Act obligates pharmacists to inform the
public about the cheapest equivalents of re-
imbursed products available at other phar-
macies.

The Act obligates the Minister to publish
the lists of reimbursed medications every
two months and support the Economic Com-
mission to attain desired economic outcomes
in negotiations with involved parties. The
end effect is the influence of the publication
of the reimbursed medications lists on the
pharmacy market.

The dynamics of the Polish pharmacy mar-
ket, observed during the first half-year from
the Act implementation is shown in Figure 2,
Table 3. A decrease of reimbursement by ap-
proximately 1.6%, recorded during that half-
year, was a noticeable observation, indicating
the efficacy of the Act for the price normalisa-

Table 2. Comparison of the pharmacy market values between the years 2010 and 2011

BEFORE 1ST JANUARY 2012

BANNED ADVERTISING / PROMOTION AT PHARMACIES
OF REIMBURSED PRODUCTS AND OF PRODUCTS WITH
THE NAME IDENTICAL WITH REIMBURSED PRODUCTS

groups of interest. A group of pharmacist
trade unions, who used to lobby this solu-
tion, have been supporting its implemen-
tation as equalizing the positions of market
players. On the other hand, manufacturing
and trading businesses, which were before
used to unconstrained advertising of medical

AFTER 1ST JANUARY 2012

© TOTAL BAN ON ADVERTISING/PROMOTION OF
PRESCRIBED DRUGS - EXCEPT OTC PRODUCTS

© NEITHER PHARMACY LOCATION NOR WORKING HOURS
CAN BE USED FOR ANY PROMOTION

© NO ADHERENCE TO THESE RULES MAY SUBJECT OF
FINANCIAL PENALTY (UP TO PLN 50.00 THOUSAND)

tion trend, while shedding light on the scale
of overestimating its benefits, especially
as the major costs were still incurred by the
taxpayer.

The Polish Pharmaceutical Chamber rep-
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Figure 2. Weekly sale rates of prescribed medications from November 2010 to October 2012

Table 3. Global pharmacy market January-July 20122

GLOBAL PHARMACY MARKET JANUARY — JULY 2012 CHANGE %

TOTAL TURNOVER (N THOUSAND PLN) 15000 123 3.7%
REIMBURSED PRESCRIBED DRUGS 5 558 362 -19.9%
(IN THOUSAND PLN)

PRESCRIBED DRUGS FOR FULL PRICE

{ IN THOUSAND PLN) 3332489 14.7%
OTC (N THOUSAND PLN) 5998218 6.4%
REIMBURSEMENT AMOUNT 3932210 168%

(IN THOUSAND PLN)
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resents pharmacists in Poland and, as it has
been mentioned above, it supported the leg-
islation works on the Act, as well as assisten
in its implementation. The crown argument
raised by the pharmacists was the govern-
ment’s proposal to introduce fixed prices
and margin on reimbursed medications. Fig-
ure 3 demonstrates that approximately 50 %
of pharmacists negatively evaluate the impact
of the Act on the condition of pharmacies.

What is the fived poces and margins phamacy influency?

1%

28%

2%
1%
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Before going to the question of patients
and their situation after the implementation
of the Act, | will present the health condition
of the Polish society, based on a sample re-
search by Prof. Johannes Siegrist from the
Medical Faculty at the University of Dussel-
dorf, President of the WHO EURO Work and
Employment Task Group. Life expectancy
inthe WHO'’s European Region in 2010 is shown
in Figure 4.

What 18 the new Remmburgement Acl pharmacy influency?

0% 49

18% 465
BVery good W Good B Very good W Good
1 Hesther good not bad HBad o Herther good nor bad WEBad
BYery bad W Angwer refagal BV ery had W Answer refusal

Irv: Monitor Aptecy IMS3

Figure 3. Pharmacists’ perception of the new Reimbursement Act

These results generate a question about
the real ownership structure of the pharma-
cies, while bringing up a real dilemma:voca-
tion or commercialization!?

According to the data, published by the
Pharma Expert in the middle of 2012, the
estimated predictions of the Polish phar-
macy market assume the year 2012 to close
with PLN 25.6 billion, i.e., with a decrease
of approximately 4 to 6 % vs. the outcome
of 2011 and, analogically, the reimbursement
would fall by approximately 17 to 19 % vs.
2011 down to PLN 7.1 billion.

In this comparison, Poland ranks the third.
Compared with other European countries,
it is an average position. However, it may
be a bit thought-provoking when social health
determinants were analyse on the following
three levels:

* the macrolevel: international determin-
ing factors, both economic and political:
the results of economic growth and eco-
nomic crisis, threats to the environment,
and, most important, the observance
of human rights in the context of health-
care inequalities;
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+ the domestic level: the influence
of healthcare systems and social poli-
cies especially health inequalities and
ineffective management systems — gov-
ernments — e.g., performance of health-
care services;

+ thelevel of life circumstances: a detailed
analysis of scientific proof and commis-
sions, regarding the early life stages and
childhood, puberty, health-detrimental
impacts in the middle age in the context
of working life and older age, including
age-related medical conditions, de-
manding treatment and care.

Figure 3. Pharmacists’ perception of the new Reim

The first two periods, childhood and middle
age, similarly to all the above-mentioned lev-
els of health determinants, are in corelation
with the use of medications, therapeutical
systems, thus becoming a target of health-
care policy of the government.

Health, in its quality sense, according to the
research the WHO EURO's Task Group, carried
out in middle-aged population shows that
this age group is most prone to coronary dis-
ease (8 to 15 %), depression (20-25 %), phys-
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ical unfitness of various aetiologies (approx-
imately 10 %), overall self-admitted weak
health condition (approx. 15 %).

The quoted research and evaluation fig-
ures constitute an observation of an aver-
age working-age group of the Polish society
and should be the point of reference to pa-
tients’ data vs. the results of the implemen-
tation of the Reimbursement Act.

A reduced patient's share in the cost
of reimbursed medications was one of the
objectives of the implemented Act. Data,
as provided by research, performed by all

Expected bife expectancy, qumntil

divigiogn,

3 The lughest
B8 Second
= Therd
=1 Fourth
=1 The lowsst

market participants, constantly monitor-
ing the Polish medications market, indicate
a small increase of patient’s share in the in-
itial stage of the Act implementation, which
was 34% in 2011, when ,faulty reimburse-
ment” was acceptable and patients had
an unconstrained access to approximately
4400 reimbursed substances. In 2012, the
reimbursed medication lists include 3061
substances and the level of co-payment was
34.9 % (out of that group, 2800 medications
were already reimbursed in 2011), while



1600 medications, reimbursed in 2011,
are now full-paid. The way of estimating
patient’s share in the payment for drugs,
based on simple adding of the prices of ful-
ly-paid medication, which used to be reim-
bursed before, greatly increases the level
of patient’s co-payment, which, by this es-
timation system, reaches 379 %, hence
an increase by 4 %. This method of estimat-
ing the patient’s share is detrimental to the
Act’s objectives, since the medications that
did not find their way to reimbursed medica-
tions list should not be subject of arithmetic
summation of the amount of patient’s share,
reached in negotiations, due to the fact
that there still may be green light for their
comeback to reimbursed medication lists,
of course by meeting the requirements,
specified in the Act and finding a positive
approach of responsible subjects. Market
arrangements and the time period of the
Act being operative have brought about
a systematic decrease in reimbursed med-
ication prices, followed by continuous dy-
namic, qualitative and quantitative changes
in published lists. Keeping that in mind and
taking into account the growing tendency
in the patient’s share in the costs of generic
(39.6 %) and innovative medications (35.3
%), based on a wrong, in my opinion, prem-
ise, leads to a false conclusion that Poland
demonstrates the highest level of patient's
share in the costs of reimbursed medica-
tions.

A much more dangerous phenomenon,
which could be observed in the first year
of the Act, was a continuous increase in the
sales of reimbursed medications at full price.
This phenomenon can be explained by the
quality changes in the Regulation on pre-
scriptions, whose implementation almost
simultaneous with the reimbursement Act,
brought much confusion in the doctors’ pre-
scription practices, a wave of protest from
doctor groups against the Ragulation’s pro-
vision to follow the guidelines of the Medic-
inal Product Characteristic. The outspoken
worry of the doctor groups about possible
consequences of wrongly drafted prescrip-
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tions supported the ongoing trend to pre-
scribe fully-reimbursed medications.

The system of estimating the limit and
recurring changes in the reimbursed med-
ication lists, published every two months,
brings a sense of destabilization, particular-
ly in long-term patients. As the time goes by,
this phenomenon is gradually disappearing
because the prices of the medications are
more and more stable, which also points
to an overall stabilization on the reimbursed
medications market. Another question
is the problem of availability of the cheap-
est equivalents, which should constitute the
basis for wholesale and retail trading. How-
ever, it is rather difficult to buy the cheap-
est equivalents in the retail system. The ex-
plenation of this phenomenon can be found
in the financial policy of wholesalers and the
financial relations between them and man-
ufacturers, which can imply the availability
of the cheapest reimbursed medications
at pharmacies.

DISTRIBUTION AND WHOLESALERS

In result of the Act implementation,
a simplified scheme of medication
distribution can be presented as follows:
the producer/the responsible subject —pre-
wholesale — wholesale — pharmacy - the
patient. The Act has also introduced vital
regulations, lowering wholesale margins
and stabilising prices at retail level.

The reduced margins in the distribution
chain have brought about urgent cost-cut-
ting, including employment reduction, lim-
ited frequency of deliveries and reducing
stocks, thus overall substantial changes
in the distribution chain. The wholesale
market is still a dynamically developing
economic sphere, integrally associated with
generated national economic outcome. Af-
ter one year from the Act implementation,
it is too early to draw conclusions about this
particular sector of the pharmaceutical mar-
ket. A full reduction of wholesale margin,
what is in compliance with the provisions
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of the Reimbursement Act, and proposals
of the Economic Commission may support
a development of pharmaco-economic in-
dicators to assist in a preliminary evaluation
of the effects, which the new legislation has
brought.

DOCTORS

Based onaphone survey, conducted by the
Medycyna Praktyczna Journal between the
6th and the 7th September 2012, out of 200
doctors, participating in the survey by ran-
dom selection, it is difficult to resist an im-
pression of poor quality in prescribing of re-
imbursed medications (Table 4, Table 5). The
only thing is to hope that this state of affairs
will gradually normalize.

CONCLUSIONS

The Reimbursement Act has been the first
Act to introduce such vital changes to the
healthcare system. Discussing particular
issues of the reimbursement system point
by point, | have tried to show current effects
of the Act. Analysing the economic results
of the NFZ and the market pharmaceutical
configuration in terms of pharmacological
quality, availability and patient’s shares
in medication costs, it seems that certain
amendments to the Act would be necessa-
ry, to correct its faults, perceived from the
practical perspective of its implementation
in the field of actual healthcare arrange-
ments, with stabilisation and normalisation
of the medication market in Poland to be its
primary targets. m
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DO YOU PRESCRIBE FULL-PAID MEDICATIONS FOR
INSSURED (NFZ) PATIENTS, INSTEAD OF

REIMBURSED ONES, FEARING FINANCIAL CONTROL
CONSEQUENCES?

R -

o

70% PHYSICIANS PRESCRIBE FULL-PAID
MEDICATIONS INSTEAD OF REIMBURSED ONES

DO YOU PRESCRIBE NFZ-REIMBURSED ANTIBIOTICS,

WHEN ANTIBIOGRAM IS COMPLETE OR SIMPLY BY
EXPERIENCE?

o Taw, the
anyina g id
ardsred by mt

il [ poninls
antiwatin

wmpanehy

il ude both i of
prHETIpEOD

F0% 1 don’t prescrbe
wlitctics

88% PHYSICIANS BREAK THE LAW, PRESCRIBING
ANTIBIOTICS WITHOUT ANTIBIOGRAMS

Table 4. Reimbursement drugs prescriptions behaviors of polish doctors

ARE YOU FAMILIAR WITH PARTICULAR
PHARMACUTICAL PRODUCT CHARACTERISTICS AND

PUBLISHED REIMBURSEMENT LISTS, WHICH CONTAIN
REIMBURSEMENT RECCOMENDATIONS FOR A BROAD
RANGE OF MEDICATIONS YOU PRESCRIBE?

“ -

W o
B65%

2/3 ARE NOT FAMILIAR WITH THE REIMBURSEMENT
RECCOMENDATIONS

Table 5. Reimbursement drugs prescriptions behaviores of polish doctors

DO YOU PRESCRIBE REIMBURSED MEDICATIONS IN

YOUR PRIVATE PRACICE, OR NON-REIMBURSED
PRODUCTS ONLY?

' Eambraresd.
. m Dy
e

51% PHYSICIANS PRESCRIBE ONLY REIMBURSED
MEDICATIONS IN THEIR PRIVATE PRACTICE
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