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REVIEW OF INEQUITIES IN PROVISION OF MEDICINES AND
PHARMACEUTICAL CARE IN BULGARIA
Naydenov T.G.

Summary. This article reviews provision of medicines and pharmaceutical care
in Bulgaria. Analysis of public available data basesnfrthe National Statistical
Institute, Register of pharmacists (Bulgarian Pharmaceutical Union), Register of
pharmacies (Bulgarian Drug Agency), Register of pharmacies contracted agreements
with NHIF (National Health Insurance Fund) accessed 17.02.2014hoaen that
pharmacists and pharmacies in Bulgaria are spread uneven and are concentrated
mostly in urban territories. Fifty four point eighty percent (54,80 %) of all
pharmacists work in four districis Sofia capital (32,21%), Plovdiv (9,96%), Varna
(6.58%) and Burgas (6,05%). The patients in certain areas do not have access to
pharmacies, especially to those which are selling reimbursable drugs. About a half of
the pharmacies in Bulgaria do not have a contract with NHIF even for main group of
reimbursemeinproducts. The patients do not have access to insulin in approximately
20 % of all Bulgarian municipalities and to supporting hormone therapy in 24 % of
the latter.

Keywords:pharmacy, pharmacist, rural area

Introduction: Delivery of medical, nursing, another healthelated services
in remote and rural areas is challenging.

There are inequities in health system performance between rural and urban
areas. Although varying greatly from country to country, ruralan differences may
be seen in areas indung, but not limited to, the following:

presence of qualified health care workers;

distance to major hospitals;

access to specialized services;

access to health promotion and prevention activities;

availability of pharmacies and essential medicines;
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financial barriers to health services, as incomes and the number of insured

people can be lower in rural areas and additional costs are presented (such as

travel and lodging costs associated with seeking care for oneself or a family
member);

effectiveness of eargency care services;

quality of the infrastructure, including equipment conditions in hospitals; and

demands on health workers.

There are an ongoing discussion on importance and problems according
provision on pharmaceutical care and medicines in tiaé region all over the world.

In USA and Canada retail pharmacies provide essential services, optimal
pharmacotherapy, manage patients with chronic conditions and improve the delivery
of care rural areas.

Todd et all.(2013) note that losing the only flepdnarmacy may affect access
to prescription and ovehe-counter drugs and, in some cases, leave the community
without proximate ecess to any clinical provider.

Recently, however, access to pharmacy services in rural areas in USA has
begun to receive are attention, as a result of increased utilization of prescription
medications, the rising costs of drugs, and pharmacy closures and pharmacist
shortages in some rural areas.

There is evidence from some European countrieRomania, Georgia,
Armenia, Esbnia, that pharmacies, essential medicines and specialized services can
be more difficult to access in rural areas.

The maldistribution of health workers between urban and rural or remote areas
Is a concern in virtually all countries.

Moreover the low aufability of pharmacists in many developing countries is
exacerbated by geographical distribution disparity between the rural and urban areas.

Medicines in Bulgaria are provided to patients in four main ways: direct state
provision of free drugs for defad categories of patients and diseases; supply- of in
patient medicines by hospitals; reimbursement, in whole or in part, giabent
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prescription drugs by the NHIF(National Health Insurance Fund); and private sales,
whether of formally registered or grenarket pharmaceuticals.

Inequalities in obtaining medicines and pharmaceutical care in Bulgaria widely
Is discussed topic.

There is no commonly accepted definition of rural areas in Bulgaria.

According Territorial Administration of the Republic of Balga Act Territorial
administration units are the regions and the municipalities. And composite territorial
administration units in the municipalities are the mayoralties and quarters. Territorial
units are the settlements and the settlement formationsa Aettlement is a
historically and functionally differentiated territory, defined by a permanently
residing population, development limits or lanske area and development limits and
the required social and engineering infrastructure. Settlements arkespas towns

and villages.

In Bulgaria there are 264 municipalities, 28 districts and 6 statistical regions.

CEET(2008) notes that for implementation of the SAPARD programme, the
National Agriculture and Rural Development Plan 2200 06 adoptngd a
definitionodo of rur al areas which defin
settlement has a population over 30 000 people and the population density is below
150 people per kfd . And Rur al Dev el oz2008emodifiedP r o g
slightly defiriton -A muni ci pal i ties i n which no se
000 peopl eo.

According to Patarchanova et al. which evaluated the approaches, the methods
and the corresponding classifications of the rural region, it is impossible to specify an
universal and absolutely objective criterion for the classification of an administrative
unit such as the rural area. Each method requires a choice of thresholds that is
subjective to a certain degree. A good method should be flexible, so that a potential
use can easily apply thresholds for the
areao is connected also with several S

employment, population age structure.
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However according to OECD (2000) villagewvn divsion gives little insight
into the degree of urbanization and planning development of rural areas, We use legal
classification of territorial administration units for purpose of this study.

The aim of this study is to explore the trends of concentratiggharmacistsand
pharmacies in urban region of Bulgaria.

Materials and Methods: Analysis of public available data bases from the
National Statisticallnstitute, Register of pharmacists (Bulgarian Pharmaceutical
Union - BPhU), Register of pharmacies (Bulga Drug Agency BDA), Register of
pharmacies contracted agreements with NHIF (National Health Insurance Fund)
accessed 17.02.2014.

Result and Discussion:

Pharmacist

The total population in Bulgaria was last recorded at 31.12.2012 as 7 284 552.
As 51,306 are female and 48,70 male.

The number of pharmacists registered by Bulgarian Pharmaceutical Union is
5563, of which 82% are female and 18% male. About a 90 % of all registered
pharmacists are working in the community pharmacy sector.

About a one third ball pharmacists are practicing in Sofia. Fifty four point eighty
percent (54,80%) of all pharmacists are working in four distficBofia (32,21%),
Plovdiv (9,96%), Varna (6.58%) and Burg&s05%). Table 1

The census in 2011 has shown 17, 5% of thg&idn population was registered in
Sofia, 9,3% in Plovdiv, 6,5% in Varna and 5,6% in Burgas.

Table 1- Pharmacists in the districts of Bulgaria

% of registere( % of registere(

District pharmacists District pharmacists
Blagoevgrad |2.49% Pleven 2.49%

Burgas 6.05% Plovdiv 9.96%

Varna 6.58% Razgrad 0.89%

Veliko

Tarnovo 2.67% Ruse 3.20%

Vidin 1.07% Silistra 0.89%

Vratsa 2.31% Sliven 1.60%

Gabrovo 1.42% Smolyan 1.78%
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Dobrich 1.78% Sofia distr. 3.02%
Kardzhali 1.07% Sofia cap. 32.21%
Kyustendil 1.78% Stara Zagora 3.56%
Lovech 1.25% Targovishte 1.07%
Montana 1.42% Haskovo 2.49%
Pazardzhik |2.49% Shumen 1.78%
Pernik 1.78% Yambol 0.89%

Source: Bulgarian Pharmaceutical Union, www.bphu.eu
Last year more than 350 new pharmacists graduated from the two

Pharmaceutical Faculties located in Sofia and Plovdiv, which are both publicly
funded. There is a trend of increasing of the number of pharmacist qualified in other
countries. In Bulgaria, the number of newly graduated pharmacists is expected to
increase irthe future with the establishment of the two new Faculties of Pharmacy at
the University of Sofia and in the Medical University of Varna. Therefore there is a
risk of overproduction of new pharmacists.

Pharmacies

Pharmaceuticals in Bulgaria are distrilmiteo the public through hospital
pharmacies, community pharmacies, drug stores and registered internet pharmacies.
The ecommerce of pharmaceuticals is legal only for OTC products. Hospital
pharmacies only provide pharmaceuticals for hospital use. Infigpeonditions
doctors are also allowed to distribute pharmaceuticals.

The Bulgarian Drug Agency is responsible for issuing the certificates for
registration of the pharmacies. Therefore we analyzed the BDA Register of
pharmacies and found the followingsults.

The total number of licensed pharmacies is 4183, of which 195 are hospital
pharmacies and 3988 community pharmacies. 43 pharmacies are owned by
State/Publiclyowned chains.

The pharmacies are unequal spread across Bulgaria and the majoritys appea
concentrated in the bigger cities of the country.

2556 community pharmacies (64.09 % of all community pharmacies) are
established in cities, which are admirasive center of the districts.

There are seven towns in Bulgaria, with a populatioova 100,000 habitants
and 34 % of the country population lives there. Our study found out that in those
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seven towns are established approximately 47 % of the community pharmacies in
Bulgaria. As 1100 (27,58 %) community pharmacies are located in thelcapjt

and 230 in Plovdiv, 186 in Varna, 126 in Burgas, 92 in Ruse, 81 in Stara Zagora and
64 in Pleven.

In same time only 451 or 11,31 % of all community phaissare established
in village.

In fact according to National Statistical Institute there & 021 villages in
Bulgaria, as in 21.4% of all settlements the population number is between 1 and 49
persons. But in villagelsve 27.1% of the total country population.

Moreover we found that in some villages are established two or more
pharmacies. Foexample in Ravda there are four pharmacies. The reason for this
might be found in the fact that Ravda is a village situated on the Black sea coast and
Is visited by thousands of tourists each year.

Such concentration of pharmacies was observed in theySBeach Resort where
currently are established 40 pharmacies. For comparison in the t@adnsnistrative
center of the half of the 28 Bulgarian districts are established less pharmacies.

We found out that on the site of the Bulgarian Drug Agency theeel8
registered Internet retailers (both pharmacies and drug stores).

These data demonstrate that pharmacies are concentrated mainly in
commercially more attractive areas.

This structure has been formed as a result of 24 years period of transttien of
Bulgarian society and economy. It is significantly influenced by the processes of de
monopolization followed by the liberalization of the criteria for establishment and
ownership of the pharmacies.

Until 1990, the production and distribution of phaomaticals was highly
centralized and under the remit of the Statened Pharmaceutical Company, which
covered all functions related to the pharmaceutical sector. The-dStatx
Pharmaceutical Company was also in charge of a network of pharmacies aag sanit
supply shops, specialist warehouses and depots, importers and distributors of

medicinal drugs and sanitary suppliers.
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A decentralization policies allow private health care services; medical
associations were festablished; and responsibility for mamgalth care services was
devolved to the municipalities. Far more radical reforms were initiated toward the
end of the 1990s, involving the introduction of a system of social health insurance,
development of primary health care based on a model of gepexelice, and
rationalization of the health care delivery network.

According to law in a present moment a natural or legal person registered as
trader under the Bulgarian legislation or under the legislation of a Member State, who
has signed a labour ciwact or a contract for management of a pharmacy with a
master of pharmacy, and in the cases provided under the Vaith an assistant
pharmacist, shall be entitled to retail medicinal products, whereby one person may
open not more than 4 pharmacies antérritory of the Republic of Bulgaria.

This regulation replaces the requirement only master pharmacists have the right
to open one pharmacy and de facto permits unlimited horizontal integration of
pharmacies.

The process of liberalization with combirmat of an absence of establishment rules
leads to more pharmacies, but the new openings take place, for the most part, in
attractive places, mainly city centers.

Such situation may have negative impact both for the economic viability of the
pharmacies ah for the public health. With the focus on uncontrolled urban
clustering, sparsely populated rural areas may be neglected.

Pharmacies contracted agreements with National Health Insurance Fund
(NHIF)

The National Health Insurance Fund administers thetheaturance system in
Bulgaria and is carried out by its territorial divisionsthe 28 Regional Health
Insurance Funds. NHiprovided social insurance plays the lead role in financing of
healthcare provision including pharmaceuticals.

The availability of state provided healthcare varies in Bulgaria. Although
bigger cities and towns provide access to clinics, doctors and hospitals, provision in

the more rural areas is restricted.
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According to OECIN2014) The National Health Insurance Fund is paying for
3550% of the drugs (as volume of sales), making the reimbursement market
significant factor for all distribution levels. However retail trade with reimbursable
drugs is not very attractive for significant part of pharmacies and the patients,
especially m small cities and villages and distant and mountain areas do not have
direct and easy access to pharmacies, selling reimbursable drugs.

Previous study (BPHU 2012) has shown that about half of pharmacies had
contractual relations with a health insuraneend. Thirty nine (39) Bulgarian
municipalities did not have a pharmacy, which possesses with permission to sell
drugs that are included in the compensation scheme of NHIF.

We found an increase of the number of pharmacies that were in contract
agreement wh the NHIF. Compared to 2012 when those pharmacies were 2076, in
the middle of 2013 they were already 2153 and in February -22180.

In the same time we observed an increase of the number of municipalities, which do
not, possessed with a pharmacy cacted with NHIF. In the middle of 2013 the
population of 44 Bulgarian municipalities has not access to pharmacies, selling
reimbursable drugs.

Table 2- Pharmacies with contracts with NHIF in the districts of Bulgaria

Number of Number

Number of | Number of | Number of | contracted Number of of
Number of | settlent | municipalities municipalitie| pfarmacies| contracted | contracted
settlent with|  without with s without in the pfarmacies| pfarmacie

cortracted | contracted| contracted | contracted | administrativ| in the other| sin the

District pfarmacies| pfarmacies| pfarmacies | pfarmacies| e center tows vilages
Blagoevgrad 25 253 13 1 22 39 15
Burgas 21 233 12 1 85 37 6
Varna 18 141 12 0 114 16 8
Veliko Tarnovo 15 321 9 1 28 27 4
Vidin 6 136 4 7 24 3 2
Vratsa 13 110 9 1 30 20 5
Gabrovo 5 351 4 0 25 16 0
Dobrich 7 208 6 2 23 8 0
Kardzhali 6 464 6 1 17 9 2
Kyustendil 6 176 6 3 17 24 0
Lovech 11 117 7 1 11 16 4
Montana 8 122 8 3 13 14 2
Pazardzhik 22 95 11 0 48 35 10
Pernik 7 164 4 2 30 5 2
Pleven 21 102 11 0 45 23 7
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Plovdiv 48 167 17 1 147 60 42
Razgrad 8 95 7 0 16 9 2
Ruse 5 78 4 5 60 4 1
Silistra 6 112 5 2 14 6 1
Sliven 7 104 4 0 35 12 1
Smolyan 12 230 10 2 11 11 4
Sofia cap. 7 31 - - 502 0 5
Sofia distr. 31 252 19 3 0 62 14
Stara Zagora 14 192 9 2 52 28 7
Targovehte 6 190 5 1 13 10 1
Haskovo 11 250 9 2 22 30 2
Shumen 8 143 8 2 29 9 2
Yambol 5 104 4 1 28 8 2

Source: National Health Insurance Fund, www.nhif.bg

Analysis of the Register of pharmacies with contracted agreements with NHIF
accessed by 17.02.2014shshown that the number of the Bulgarian municipalities
without contracted pharmacies was 39.

Vidin and Ruse were the districts with the highest number of municipalities without
contracted pharmacies. In Vidin district in only 4 from 11 municipalitiesetiesre
pharmacies possessing a contract with NHIF.

Medicines covered by national reimbursement scheme are divided in different
groups. Pharmacies contracted with NHIF assume an obligation to sale the main
group of medicines.

Signing contracts with NHIRHIF for either dispensing of medicines, medical
devices or dietary foods for special medical purposes for home treatment allows
pharmacies to choose to sell a certain groups of products. A significant number of
pharmacies do not provide the full range pifarmaceutical services covered by
NHIF. Therefore, the number of municipalities without pharmacy which is selling
specific group of medicines is higher.

The patients do not have access to insulin in approximately 20 % of all Bulgarian
municipalities, in 2% to supporting hormone therapy and in 34 % to medicines for
rare diseases.

One of the main reasons leading to this situation is the absence of economic
stimulus for pharmacies. Generally those products are 100% reimbursable and
pharmacies are paid onyBGR (~1 Euro) per prescription from NHIF for the sale of
those drugs. Each prescription for could contain up to three different medicines.
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Conclusion: There are inequities in provision on pharmaceutical care and
medicines in the rural region all over twerld.

Pharmacists and pharmacies are uneven spread in Bulgaria and are
concentrated in urban territories. This concentration is clearly noticeable in capital
and towns- administrative centers of districts where the pharmacy network is
overdeveloped.

Patients in small cities, villages and distant and mountain areas, do not have
direct and easy access to pharmacies, especially selling reimbursable drugs.

About a half of pharmacies in Bulgaria do not have a contract with NHIF even
for the main group ofeimbursement products.

The patients do not have access to insulin in approximately 20 % of all
Bulgarian municipalities and in 24% to supporting hormone therapy. For the past 24
years, there was not a governmental policy in order to develop provision of
pharmaceutical care in the rural regions of Bulgaria.

At the present moment, the government is discussing the problem with
Bulgarian Pharmaceutical Union and National Association of municipalities and
other stakeholders.

Key policy issues that will affg future access to pharmacy services in rural
areas include pharmacy staffing and relief coverage; financial viability of the
pharmacies; NHIF policy of subsidizing the activities related to the provision of
pharmaceutical care, government policies netatd the regulation of the pharmacies
and the pharmacists.

The government and the stakeholders should outline as soon as possible a set
of measures to ensure the most effective and equal pharmaceutical care in all regions,

in order to fill the public exgctations.
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PATIENT / CUSTOMER SATISFACTION WITH PHARMACEUTICAL
CARE IN COMMUNITY PHARMACIES
Mi n8ri kovs§ D. , Mal oveck§8 | .,
Comenius Univergy in Bratislava,

Bratislava, Slovak republic

Summary The workis a pilot study at the local level that deals with the
evaluation of patient / customer satisfaction with pharmaceutical care provided in
community pharmacies. Expectations and opiniongaifents are also confronted
with the assumptions of pharmacists. Up to 82.0% of patients confirmed their
satisfaction with the care given to them by the pharmacigeyAfactor of patient
satisfaction has proved particularly professional and human ajppodgpharmacist.
73.6% of patients in the survey accepted pharmacist as an expert on medicines.
Pharmacist selévaluation was more negative. Monitoring and evaluation of patient /
customer satisfactory with pharmaceutical care is not only essentiaigoovement
the quality of the health system and the implementation of pharmaceutical care
focussed on the patiertiut it may influence the economic and financial position of
entities providing pharmaceutical care in community pharmacies.

Keywords: pharmaeutical care, patient / customer satisfaction, community

pharmacy, pharmacist.
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INTRODUCTION

Pharmaceutical care in Slovakia is legislative defined as one of the forms of
provided health care, and is explained as a set of work activities performed Iy healt
care workers, and includes the provision of medicines, medical devices and dietary
foods in order to prolong life of an individual, raise the quality of his/her life and
healthy development of the future generations (1). It is provided under permission |
health facilities of pharmaceutical care, such as community pharmacy, a branch of
community pharmacy, a hospital pharmacy, a dispensary of medical devices (2). The
content of pharmaceutical care is defined by law. It includes quality assurance,
storage,preparation, control and supply of medicines, medical devices and dietary
foods including internet dispensing and also involves providing professional
information and supervision of medicines and medical devices. In 2006 the new
concept of health care inldvakia came in the field of community pharmacy and
clinical pharmacy (3). The attention of both concepts is focused on clinical pharmacy
activities in Slovakia according to European and global orientation, in the meaning of
Aphar maceut-b)c @he pharmaceatical ( care slightly deviates from
orientation on the traditional dispensing and sale of medicines. It begins to
concentrate on the patient, although there are various barriers that hamper to
implement it in Slovakia, similarly as in other couesri(#8).

Slovakia is an independent country and a member of the European Union with
a total population of arounsl415 459 inhabitantand 1711 community pharmacies.
The pharmacy to population ratio in Slovakia is approximately 1:2915. The entities
providing pharmaceutical care in Slovakia are regulated by legal norms, allowing
them to choose the legal form of businesgher sole proprietorships or partnerships
(9).

The success and survival of entities in the market environment depends on
many factors.Entities are providing pharmaceutical care business in strict and
restrictive legislative and economic environment. This creates an increasingly
i mportant space to Afight for customer :

community pharmaciesegce ds demand, the customer h
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satisfaction begins to play an important role in pharmaceutical care. It should be
taken into account that patient / customer satisfaction with the community pharmacy
Is subjective and reflects the eamrovided, as well as his preferences and
expectations (11). Studies have shown that the patient is more satisfy if the aim of
pharmaceutical care is focusedopat i ent . That results in
compliance and the quality of life is mgj (1214). We believe that patient / customer
satisfaction can significantly contribute and influence the economic and financial
situation of the community pharmacies.

The evaluation of care provided in community pharmacies in relation to the
satisfactiorof patients / customers in Slovakia are rare. The work has the character of
a pilot study carried out at the local level to monitor patient / customer satisfaction in
community pharmacy with the provided pharmaceutical care. The same objective was

the corfrontation with the views of pharmacists.

EXPERIMENTAL PART
MATERIALS AND METHODS
Patient / customer satisfaction was monitored umtuntary anonymous
guestionnaire survey in community phar
time span from November to December 2012. In this period there were 13
community pharmacies where worked 32 pharmacists. The survey was conducted in
two paralel linesi pati ent s®o / customer so Il i ne
guestionnaire was designed by the authors of this publication and relies on published
work (1516). The content of the questionnaire was identical for both lines for the

purpose of compar The results were processed by Microsoft Windows and Excel.

RESULTS
The sociedemographic profile of respondents is shown in Table 1 (patients /
customers) and Table 2 (pharmacists). In the community pharmacies there were 134
patients randomly surveyed@he total number of fully completed questionnaires was

129; five questionnaires were incomplete and therefore not included in the final
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anal ysi s.

involved a total of 20 pharmacists (6%) and all questionnaires were further

evaluated.

The

respondent s

wer e

from

Table 1:The demographic profile of respondenitgpatients / customers (n = 129)

Gender Together (%) | Women Men
Women 86 (66.6%)
Men 43 (33.4%)
Age (years) | O 35 48 (37.2%) 29 19
361 55 53 (41.1% 40 13
> 55 28 (21.7%) 17 11
Education Basic 12 (9.3%) 9 3
Secondary 71 (55.0%) 46 25
education
Higher education | 46 (35.7%) 31 15
Taking Regular, long | 49 (38.0%) 33 16
medication |term
Occasionally 29 (22.5%) 22 7
Rarely 51 (39.5%) 31 20
Number of |1 25 (19.4%) 19 6
attending 27 3 46 (35.7%) 33 13
pharmacies | >3 58 (44.9%) 34 24
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Table 2:The demographic profile of respondenitgpharmacists (n = 20)

Gender Together | Wome | Men
(%) n
Women 17
(85.0%)
Men 3 (15.0%)
Age (years) O 35 9 (45.0%) 9 0
3671 55 7 (35.0%) 5 2
> 55 4 3 1
(20.0%)
Location of | Near medical equipment 14 (70.0%)
pharmacies Other 6 (30.0%)
The average < 100 3 (15.0%)
number of | 1017 200 8 (40.0%)
visitors per day | >200 9 (45.0%

in  community

pharmacy

To evaluate the overall patient / customer satisfaction with the visit of
community pharmacies, it was used a fepeed range of responsgsiial way s

completely satisfied”, "mostly satisfied", "dissatisfied sometimes" and "often
dissatisfied") Nearly 71.0% of patients are mostly satisfied, 11.0% always
completely satisfied and only 18.0% were dissatisfied when assessing overall
satisfaction with provision of pharmaceutical care in pharmacy.

Expressed satisfaction was further analyzed according to egend
respondents, their age, education and number of pharmacies visited (Table 3). Greater
degree of satisfaction (answéedways satisfied’dr "mostly satisfied’) showed men
(90.5% versus 77.6% for women), respondents under 35 years (83.3%) and over 55
(89.3%). The highest satisfaction showed respondents with a university degree

(91.1%). Overall satisfaction insignificantly decreased with respect to the number of
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pharmacies visited. It can thus be concluded that in our group of patients, gender,
age, @ucation and number of pharmacies visited had no significant effect on the
expression of overall satisfaction with the visit. A higher level of satisfaction showed
men, older respondents (over 55 years), respondents with higher education and

visiting one fmarmacy.

Table 3:Patient/ customer satisfaction with treatment provided in a community pharmacy

Patient satisfaction with treatment :

provided in a community pharmacy Alv_va_ys qut_ly S_ome_t|rr_1es : Oftgn_

n (%) satisfied| satisfied| dissatisfied| dissatisfied
Men 14.3 76.2 20.0 2.4
Women 9.4 68.2 7.1 2.4
Age up to 35 years 12.5 70.8 14.6 2.1
Age 3655 years 7.8 68.6 19.6 3.9
Age over 55 years 14.3 75.0 10.7 0.0
Primary education 25.0 58.3 16.7 0.0
Secondary education 8.7 66.7 20.3 4.3
Higher education 8.9 82.2 8.9 0.0
Regular visit of one pharmacy 16.0 75.0 8.3 4.2
Visiting 2-3 pharmacies 8.5 70.2 19.2 2.1
Visiting different pharmacies 10.9 69.6 16.1 1.8

In the next section of the questionnaire, patients had to mark a degree of their
satisfaction("very sdisfied", "average satisfied", "dissatisfiedWyith 12 selected
characteristics of provided pharmaceutical care in community pharmacies (Table 4).
The most significant satisfactidtivery satisfied")expressed patients with the time
given to them directhby the pharmacist (61.4%), with a professional manners of
pharmacist (54.3%), withupply and availability of supplementary products in the
pharmacy attende¢(b0.4%) and space in which patient / customer communicate
directly with pharmacist (49.2% ). € most obvious dissatisfaction patients
expressed with the offer of generic substitution by the pharmacist (18.0%) and with

the offer of discounts and loyalty schemes (23.9 %).
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Table 4:Patient satisfaction with some parameters of provided pharmacautare

Patient satisfaction with some parameters| Very Average Dissatisfied
of pharmaceutical health care n (%) satisfied | satisfied

Spatial arrangement and appearance
pharmacy 44.2 55.8 0.0
Information from the pharmacist abg
medicines and other palact range 45.3 51.6 3.1
Information from the pharmacist about Y
illness and its treatment 31.2 64.0 4.8
Availability of products in the pharma
attended 38.3 56.3 54
Supply and availability of supplementg
products in the pharmacy attended 50.4 46.5 3.1
The time that you have to spend waiting u
you get to the pharmacist 42.6 48.8 8.5
The time that pharmacist serves ¢
communicate only with you 61.4 36.2 2.4
The space in which you communicate dire
with the pharmacist 49.2 46.0 4.8
Professional manners of pharmacist 54.3 42.6 3.1
Interest and empathy of pharmacist about Y
health needs 42.5 52.0 5.5
Offer of generic substitution by the pharma 29.5 52.5 18.0
Offer various discounts and loyalty scheme 33.7 42.4 23.9

There wereaalso assessed factors that are essential andssamtial for patient
/ customer satisfaction with providing pharmaceutical care (respondents had to mark
three proposed options). Patients' responses were compared with responses from
pharmacists (Table 5d 6). As the essential factors of patients’ satisfaction patients
tagged human approach (83.5%) and professional approach of the pharmacist
(78.7%). For patient satisfaction was further important time (short waiting time
37.8%), pharmacists regarded this only important for 10% of patients. Important
factor identified by pharmacists was availability of medicines (75.0%), the patients
didnEt considered it as important (27.
were identified promotional maiats (63.6% versus 50.0% pharmacists) and from

the view of the pharmacists it was sgffrvice area (72.2% versus 27.1% patients).
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Table 5:Significant factors affecting patient satisfaction (n=129 patients /

customers, n=20 pharmacists)

Significant facto r s affect.i

satisfaction n (%) Pharmacists Patients
Professional approach 85.0 78.7
Human approach towards patients 85.0 83.5
More privacy for discussion betwe

pharmacist and patient 10.0 7.9
Self-service space in community pharma 0.0 6.3
Short waiting time 10.0 37.8
Provision of discounts 5.0 15.0
Generic substitution 20.0 30.7
Availability of drugs 75.0 27.6
The possibility to order products 0.0 2.4
Promotion materials 0.0 0.0
Opening hours 0.0 3.1
Other services 10.0 7.9

Table 6:Insignificant factors influencing patient satisfaction (n=129 patients /

customers, n=20 pharmacists)

Insignificant factors influencing patient

satisfaction n (%) Pharmacist Patient
Professional approach 5.6 0.0
Human approach towards patients 0.0 0.0
More privacy for discussion betwe

pharmacist and patient 5.6 22.0
Self-service space in community pharmac 72.2 27.1
Short waiting time 0.0 3.4
Provision of discounts 16.7 8.5
Generic substitution 0.0 6.8
Availability of drugs 0.0 3.4
Possilility to order products 27.8 40.7
Promotion materials 50.0 63.6
Opening hours 16.7 11.9
Other services 11.1 11.0

The barriers thaprevent pharmacists to satisfy patients (Tablanigrviewed
pharmacists identified major changes in the prices oficime (75.0%), high co
payments for drugs (70.0%), storage policy in the pharmacy (45.0%).
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Table 7:Limitations in terms of preventing pharmacist to satisfin=20)

Limitations in terms of preventing pharmacist to

satisfy patient n (%)
Frequent changes the prices of medicines 75.0
High copayments of patients for drugs 70.0
Store policy of pharmacy 45.0
Administrative work in the pharmacy 15.0
Lack of professional information about the products 0.0
Lack of time, space and privacy 30.0
Lack of omprehensive information for patient 15.0
Inability to apply financial benefits to patients 15.0
Dissatisfaction with working conditions 0.0
Other 5.0

The last part of the survey investigated opinion and perception of the
pharmacist by patients / costers (Table 8). Evaluation of the patients wasitive,
opposed to opinion of the pharmacists. 73.6 % of patients accept pharmacist as a
professional expert on medicines, medical devices and other stock available at the
pharmacy, 65.1 % as a consultantl an expert on issues of health, disease, treatment
and prevention, 50.4 % accepts phar maci
health. On the other hand, 21.7 % of patients / customers said that the pharmacists are
only sellers of medicines dn10.9 % of patients / customers think that the
phar maci st Es mai n aim is t o make a p
Paradoxically, the answers of pharmacists are critical. Up to 50.0 % of pharmacists
believe that patients perceive them as sellerdrofs and 30.0 % of pharmacists
consider that patients think that they are focused on profit rather than on the patient
health. Only 50.0 % of pharmacists believe that patients perceive them as

professional experts, and 55.0 % as consultants in healtbreat
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Table 8:0Opinion and perception of pharmacist (n = 129 patients / customers, n =

20 pharmacists)

Opinion and perception of pharmacist - multiple

choice answers n (%) Pharmacist| Patient
Professional expert on drugs 40.0 73.6
Advisor in mattes of health, disease and treatment 55.0 65.1
Involved together with a physician on the pat

treatment 30.0 50.4
Entrepreneur, priority of profit 30.0 10.9
Salesman than others 50.0 21.7

DISCUSSION

Generally, patient / customer satisfaction is apdrtant measure of how well
services are provided (11). Community pharmacists have difficult choice in balancing
the commercial and professional aspects of their profession. In Slovakia, like in other
countries, community pharmacy runs on a profit baseé iamot subsidised by the
state; therefore if community pharmacy wants to survive, profit is a must.
Community pharmacy has the hard dual fiolsommercial and professional. As the
solution of this duality may be consistent patient / custereatred oriatation which
should in turn provide financial stability.

Patient / customer satisfaction with théapmaceutical care providing in
community pharmacies in Slovakia has not been the subject of serious alsiysts
partial conclusions results from the ioatvide survey-t he pr oj ect i
phar macyo (17), whi ch documented 66. 0%
provided at the pharmacy. Our observed outcome (total satisfaction was 82.0 % and
consisted of 11.0%A al way s ¢ o mp lame 70 %9mostlasatisfied'is e d "
even higher, possibly resulting from incomplete anonymity of respondents, the
survey site (small town) and soalemographic status of respondents. Similarly,
consumer research in the U.S. in 2001 showed high satisf§g8&dh%) with care in
public facilities at the outlay of recipe (18). Overall patient satisfaction was reflected
in the assessment of 12 selected parameters with which patients were confronted in
the provision of pharmaceutical care. Patients rated vesjtiy@ professional

approach of the pharmacist and the time devoted to them directly. Similarly Ried
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identified that the greatest impact on overall patient satisfaction had personal
attention dedicated by the pharmacist to the patient (19).

The main aim othe presented study was to show, if the pharmacist could fill the
patient's satisfaction, they must know his expectations and perceptions. Unless
patientds expectations and perceptions
carried out in the wran direction. Pharmacists very well know what the patient
expects to be satisfied with the health care provided in pharmacy. Pharmacists together
with patients identified that a crucial moment for patient satisfaction is a professional
and human approach.oever, the results also showed the differing views of
pharmacists and patient®.g. relation to the waiting time, availability of medicines,
generic substitution, offers and discounts,-seff7ice area, opening hours etc.

The survey also showed thdtgymacists are perceived to be more critical than
they are accepted by the patients. Provision of pharmaceutical care includes elements
of the business (for which profit is legitimate and necessary condition), while they
provide a highly specialized actiyi which is carried out in a strictly regulated
environment of drugs from the state. Pharmacists should pay more attention to self
assessments, position in society, and while it would be appropriate they have to
educate patients abafpharmacibt.eSeamless avkilghility of n d
medicines, medical devices, dietary supplements and various supplementary
products in pharmacies and other services in terms of actual pharmaceutical care and
not only activities associated with ensuring the prodwdhin the legislative
definition, bring ever increasing demands on the operation of pharmacies and
pharmaci st Es work. Unfortunately, the e
line with the further development of care provided in a pharmacypitdethe

willingness of pharmacists and patients themselves.

CONCLUSIONS
The primary goals of this pilot study, using a questionnaire survey, was to
determine patient satisfaction with care provided inommunity pharmacy,

compare the opinion of thpatient and pharmacist and seek common or different
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approaches. In the wider context, the paper highlights the importance of patient /
customer satisfaction in reconciling professional and commercial role of the
community pharmacists. The survey resultgenarought the following findings and
conclusions:

1 The evaluation of patient satisfaction with the provided care carried in
community pharmacies in Slovakia is not utilized in practice; however it is proven
that it contributes to improving the quality bkalthcare provided as well as the
financial situation of the community pharmacy.

2 Comparisons of patient expectations and assumptions of pharmacists can
help meet patient / customer satisfaction and ultimately affect the functioning of
community pharmacand the health care system.

3 The pharmacist is fully accepted healthcare professional. His ideas about his
profession and the public perception coincide in the basic intentions, but the

commercialization of the system caused that the intentions difrergeexpectations.
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LEGISLATION FRAMEWORK (PHARMACY POLICIES) FOR PROVISION
OF PHARMACEUTI CAL CARE SERVICE IN BULGARIA
YordanovaS., Petkova V.
Medical University of Sofia,

Sofia, Bulgaria

Introduction. The development of the pharmacy profession forced the
pharmacists to participate actively with other health professionals to optimize the
drug therapy for patients, including reducing and avoiding predictable delaged
problems, developing individualized treatment plan or changes to the actual
medication therapy.

Pharmacists have to accept and develop the patremited pharmaceutical
cae as primary philosophy of their practice. The change of focus from manufacture
and biological systems to promote the best therapy and patient safety will increase the
level of responsibility and will leadnecessarilyto changes in philosophy,
organizatim and functions of the pharmacy profession.

These changes require the definition of new standards of pharmacy practice,
enhancing collaboration with other health care providers and the development of
marketing strategy for implementation of pharmaceutiea¢ services.

According to the World Health Organisation public health interventions,
pharmaceutical care, rational medicine use and effective medicines supply
management are key components of an accessible, sustainable, affordable and
equitable healthcare system which ensures the efficacy, safety and quality of
medicines. The pharmacy has an important role to play in the health sector reform
process. To do so, however, the role of pharmacists needs to be redefined and
reoriented.

Pharmaceutical cars that component of pharmacy practice which entails the
direct interaction of the pharmacist with the patient for the purpose of caring for that
pat i e n-telatsd nekdupgactice for which the practitioner takes responsibility

for a p atherapy neéeds arddrisuhgld dccountable for this commitment.
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According to van Mill et al. pharmaceutical care (Farmaceutische
Patitntenzorg, FPZ) i1 s the structured i
pharmacotherapy in which the patient anddusdition are the primary concern. The
aim is to obtain an optimal Health Related Quality of Life.

Achieving therapeutic goals requires collaboration between pharmacist and
patient to assess its precise drug therapy. Pharmaceutical care will becontaalsta
of performance only when all pharmacists accept their professional role as
pharmaceutical care providers regarding the safe and effective drug therapy of each
patient. Pharmaceutical care aims providing drug therapy responsibly, to achieve
specific esults that increase the quality of life of the patient.

Adoption and application of this concept in community pharmacy will ensure
professional satisfaction of pharmacists and for patierttsist in the pharmacy
services and reduction and eliminatiordafig-related problems.

Aims. The aim of the study was to analyze the Bulgarian legislation framework with
respect to the service Pharmaceutical care.

Research methodologyMaterials are literature data based search on keywords in
scientific databases: Sgoas, Medline, Springer and others, regulatory documents on
national level on the nature of the service Pharmaceutical care.

A documentary analysisf the availability in Bulgarian pharmacy policies and
practice regardingt h e terminol ogy rfePh ar mavieau tc
management o, APhar maceuti cal Cognitive
regulated Pharmaceutical care service; payment for receiving the Pharmaceutical care
service and university level training in Pharmaceutical care was performed
Results and discussionThe results show that in Bulgaria does apistyet a clear
legal framework for implementation and promotion of the Pharmaceutical care
services in the pharmacy practice, but many of their components are included in
existing reglatory documents.

According to the Bulgarian drug law, Art. 219. (1) the pharmacy is a medical
facility in which to perform the following activities: storage, preparation, packaging,

controlling, consultation, dispensing medicines with or without prestdp of
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authorized in Bulgaria medicines, medical devices , dietary foods for special medical
purposes and foods for infants and follow formulas and nutritional supplements,
cosmetics and sanitary equipment.

According to the Law of Professional Assdma of Masters of Pharmacy,
2006 the pharmacists are required to observe Good pharmacy practice (GPP), and it
Is written that are required to develop standards of Pharmaceutical care services.

According to the Code of Professional Ethics for masterdafrpacy: Master
of Pharmacy puts patient care at the center of professional practice, whereas only
their health and medical needs and those defined by health science.

These documents can serve as a good basis for development and
implementation of a servcor a program that corresponds to or covering the overall

the Pharmaceutical care concept.

Terminology Availability

~

Pharmaceutical care services 0

Medication management -

Cognitive pharmaceutical services -

Drug/Medicines use review -

Legally regulated pharmaceutical care services 0

Patientds payment for -

Financial compensation for the pharmacist -

~

University education 0

Tablel. Availability of terminology "Pharmaceutical Care", "Medication
management”, "Cognitive pharmaceutical servces" and "Drug/Medicines use
review", available! e g a | basi s, patientds payment
of financial compensation for the pharmacist, and the presence of
pharmaceutical care education.

Conclusions.The literature review and theview of various national guidelines and
regulatory documents show that the pharmaceutical care concept has no sufficient
legislative support in the country. Professional regulatory documents such as the

Code of Ethics and rules of the Good pharmacy pactire closely related and
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reflect more international views on this issue until regulations are more conservative
and do not support the view that the need to financial compensation for the

pharmacist.
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MARKET ENTRY OF INNOVATIVE MEDICINES
IN THE REPUBLIC OF MACEDONIA
AngelovskaB, IvanovskaV, Drakalska E.
Faculty of Medical SciencedJniversityi Goc e EBipl cev 0

Republicof Macedonia

Summary To maintain ad improve the quality of health carthe market
entry of innovations should be stimulatedn the Republic of Macedoniahd
existence of multinational innovative companies is difficdue tolimited financial
meansand small market siz@ur study aims$o analyze the legislation icountryand
ot her circumstances t hat imanketlenirglmrecentt h e
years, the regulation has been modified to facilitate the market entrance for
innovative medicines. Howevehediscontineed le@l procedures the last year and
the complicated procedures delay its completion and the inclusion of innovative

45


http://www.ncbi.nlm.nih.gov/pubmed/2316538

medicines on the positive list. Thaclusion of expensive innovative medicines
should be based on scientific evidence on drug efficiencgt-(fand secondine
therapies), pharmacotherapeutic and pharmacoeconomic indicatorsheaith
i ns ur anfmanciaf pogsibililies.The presence of innovative medicines on the
Macedonian market and their inclusion on the positive list shall be depedaty to
the experience in the EU and countries in the region with comparative economic
systems.

Key words:Innovative medicines, market entnationallegislation, medicines

prices scientific evidence

Introduction

The competition between the innovat and generic pharmaceutical
companies has intensified in the last decades. Generic medicines have very important
role in the development of a sustainable and accessible healthcare system. On the
other hand, innovations should be stimulated to mairgadimprove the quality of
health care. Finding the balance between pharmacotherapy and pharmacoeconomy is
one of the key challenges of the pharmaceutical industry and healthcare policies. The
inclusion of innovative medicines on the positive lists ane ithfluence of the
legislation on medicines price control are important issues for pharmaceutical
companies and patients.

The Republic of Macedonia has a limited medicines budget, and its healthcare
policies aim to save on medicines supplies. Neverthdlesgountry intends to allow
the entry and use of innovative medicines, especially for- fastl secondine
therapy.

The essential part of the model created by the innovative pharmaceutical
industry to enable the market exclusivity and increase medigrices is the system
of patent protection. In the Republic of Macedonia, the data, market and new
indication exclusivity will be implemented starting from 2017, and the generic
medicines can be registered after the patent protection expiry. Duringutestc

financial crisis, health authorities decide to promote the use of generic medicines
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rather than more expensive medicines by originators, faced with increased costs of
their national budgets.

The existence of multinational innovative companies ifficdit in the
circumstances of limited financial means, low GDP, imyooiented small market,
absence of national innovative industries and fewer numbers of patients. The
probable solutions might be the appropriate price policies that optimise theotosts
innovative medicines and their inclusion on the positive list, and guarantee their
pharmacoeconomic and therapeutic justification. The legislation and legislative acts
in the Republic of Macedonia are constantly modified due to the harmonisation with
the European regulation.

In the current study, waaim to describe the circumstances that lead to
l nnovati v earkeeedtiyci neso

Researchmethodology

We analyze theurrentlegislation (legal acts, bylaws, price methodologg)
the Republic of Macedoniand other circumstances that influence the innovative
me d i cmarket snfry

Results and discussion

The main legal acts and dgws that support the methodology for medicines

pricing (including reference pricing), the establishment of the national ves®iment

list and the parallel importationsabe been explained in Table 1.

Table 1: Overview of legal acts and byaws

Legal acts and by | Official Main characteristics related to medicines prices
laws Gazette /| and reimbursement policies

year.
Law for| 88/2010 |Instead of given methology about the prn

swplementing  an(
amending the Law o
medicinal  products
and medical devices

formation, new paragraph allows-taws to treat the

matter at technical details level
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Methodology for

medi cl nes (

price gructure

156/11
45/12

Referent pricing: Slovenia, Bulgaria, Netherland
Poland, UK, France, Croatia, Serbia, Gree
Germany, Turkey and Russia

Maximum wholesale medicines price: average
value of the two lowest comparison wholesale pr
from the reérent countries

Fees within the wholesale medicine price
wholesale fees, custom fees, other import fees
Retail margin: as a percentage of wholesale pri
(28%, 25%, 20%, up to 1,200 MKD)

Medicine pricing structure: suggested retail pride
the same o lower price calculated by th
methodology

The

pharmacoeconomic study and/or calculations

increase of medicines  prices -
justification

Brand medicines or innovative medicines
Maximum pricei average value of the two lowe
wholesale prices of therdénd medicine from th
same manufacturer in the referent countries

Pharmacoeconomics indicators

Law for

supplementing an
amending the Law o
medicinal  products

and medical devices

11/2012

Option given for parallel importation of medicines

Law for

suppgementing  and
amending the Healt

Insurance Law

26/2012

Modification of the mode and the methodology
establish the Health Insurance Fund (HIF) medic
reimbursement lisgPositive lis):

Ordinance passed by the Government of
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Republic of Macedaia

14 expert committees established by the Governr
of the Republic of Macedonia according to
international ATC classification, each made from
members (14 MDs, 1 MOH representative, 1 clin
pharmacologist or pharmacist) with one vy
mandate.

The committees make the decision based on

opinion given by an appropriate university clinic.

Ordinance on th
mode ang
methodology td
establish the HIF
medicines

reimbursement list

116/ 2012

Medicines on the list
List A 1T

dispensed at the pharmacies contracted by HIF

medicines from primar health care

List B - medicines from hospital healthcare
Medicines are grouped according to the A
classification, INN, prescribing regime, indicatio

grq
use of medici

application site, dispensing of special

medicnes, dispensing and
according to indications or remarks about
medicines

Established procedure on the applications for ad
or removing medicines on the list

Harmonisation with the HIF financial possibilities.
Incorporation of the @entific evidence on dru
efficacy, pharmacotherapeutic a

pharmacoeconomic indicators and establis

medicines price.
Incorporation of the pharmacoeconomic @
financial analysis, wholesale prices according

DDD and info on medicines inclusion oretpositive

lists in the EU countries or other with comparat
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economic systems

List revision at least annually

Health Insuranc¢ 81/2012 | Number of amendments and additions

Fund (HIF)| revised - medicines dpensed according to the
medicines text INN and ATC classification

reimbursement  lis - preferences towards generic medicine
(Positive lis} - small number of innovative medicines

- Listed indications for reimbursement
- 377 medicines by generic name on the
primary positive list

- 343 medicines by generic nanoa the

hospital positive list

Rulebook on the¢ 158/2009 | Referent countries: Slovenia, Croatia, Bulga
criteria and 138/2010 | Serbia

procedures t¢ - Harmonisation of the refence price wit
establish  medicine the purchasing power payricoefficient
reference prices - The price of medicine with no generic

competitor cannot be higher than 10% of th
average comparison price

- The price of medicine with generic
competitor cannot be higher than 79,23% o
the average comparison price

- The option to include #therapeutic
equivalent for medicines with the same
efficiency/safetyi determination of
pharmacological therapeutic groups

- Reference prices are established on 1

January each year
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The Law on medicinal products and medical deviftesn 2007 has been
modified to include the reference pricing methodology in 2010 and the parallel
importation in 2013 (Table 1). The dgws have further explained the medicines
pricing and the registration procedure (including the 5% VAT). The reference
countries for estaldhing the unique medicines prices include not only the EU
countries, but also Serbia, Turkey and the Russian Federation (Table 1). Some of
them differ significantly from Macedonia in terms of the size of the country, its
medicines market, or financial pamnaters. The reference pricing methodology sets
very low unique medicines prices, and only medicines of special interest can be up to
20% higher than the average wholesale prices in the referent countries (Table 1). It
| ower s t he ¢ o mprsiheirdisabcialpsiabditly,iand decredses éudhere
the small interest of innovative companies for the Macedonian market. Some of them
have been closing their representative offices in the country.

As illustrated in Table 1, the reimbursement of mediciseggulated by the
Health Insurance Law and the Ordinance 116/2012, while the modified methodology
for the list has been added to the law in 2012. The establishment of expert
committees in charge fof the positive list is underway. However, the comptExity
the procedure delays and hampers the process of adding new medicines on the list.

According to the Health Insurance Law, the insured citizens are entitled to use
reimbursed medicines on prescriptions, while these medicines are dispensed by
pharmaciegontracted by the HIF (Table 1). The list of expensive medicines are not
i ncluded in pharmaciesé6 monthly quotas,

The inclusion procedures for the reimbursement list were defined with the
2012 Ordinance. The additioasd deletions on the list have to be based on evidence
on medicines efficacy, pharmacotherapeutic and pharmacoeconomic indicators, and
in line with the HIF financial possibilities. It also requires data on drug inclusion on
the reimbursement lists in th&JEor countries in the region

The prescribing of reimbursed medicines by generic name (INN) has been
implemented in 2003 as part of the HIF agreement with the MDs from primary health

care. The generic prescribing has been one of the successful methatwagiduce
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the medicines costs, but has also a negative impact on the brand medicines supply
and reduces prescribers and pati ent s
pharmaceutical companies the price alignment of brand medicines and pre
determined redrence prices of generic medicines to achieve lower prices. The new
methodology for unique medicines prices and the market competition have resulted in
savings in the national drug budget. These savings can betasettoduce the
required innovative medines on the market

The medicines from the hospital positive list are provided through the
healthcare institutions, and their prices have no impact on the patients, but on the
limited hospital budgets.

The national medicines budget has currently reada@dmillion Euros, with
40% for the reimbursed medicines, and 60% for commercial ones. Around 3510
medicines are registered in the country, which includes 2623 generic (75%), 735
brand (21%) andl52 innovative medicines (4%J.he small number of registete
innovative and brand medicines is a result of the generic prescribing policies, the
unique medicines price methodology, the reference pricing for reimbursed medicines,
the delays, and the strict inclusion rules for the positive list. The reimbursement
padlicies are in more favour of generic compared innovative medicines. The reference
pricing has reduced the prices of most medicines on the reimbursement list, but only
few innovative medicines can decrease their prices. The mandatory generic
prescribing and he phar maci esd® obligation to o
reduce the opportunity tek the brand medicines.

The national health authorities consider the positive list to be made according to the
WHO recommendations for the selection of essemtalicines, meeting the population
clinical needs for most common diseases in the country and according to the financial
resources available. The last revision of the list has been done based on the HIF Steering
Committee decision and opinions of the ekpgemmittees appointed by the Minister of
Health, but whose responsibilities ceased with the amendments to the Health Insurance
Law in 2012. During the active period of this committee (2B012) the biggest pressure

for inclusion on the list has beenateld to the medicines listed in Table 2.
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Table 2: Requests for inclusion of innovative medicines on the
reimbursement list (20072012)
ATC code INN Name of the | Manufacturer Registration
medicine date
LO1XAO03 oxaliplatin | Eloxatin Aventisfarma 13.05.2010
SanoftAventis
Oksaliplatin | Cipla Ltd. 30.06.2009
EBEWE Pharma |29.03.2012
PLIVA LACHEMA | 30.06.2009
a.s.
LO1XCO7 bevacizumaly Avastin Hoffman la Roche | 28.09.2010
LO1XEO1 imatinib Glivec NOVARTIS 25.03.2011
Pharma
Anzovip 25.12.2012
ZDRAVLJE A.D. -
[ 4 ME 59 OV,
Imakrebin 24.01.2013
REMEDICA Ltd -
[ d &30 M s dz,
Fivatinib 29.11.2012
PLIVA Hrvatska
LO1XEO3 erlotinib Tarceva Hoffman la Roche | 28.10.2010
LO1XC04 alemtuzimab| Mabcampath Boehringer 28.10.2010
ingelheim
BO1AX06 rivaroxaban | Xarleto BAYER 30.12.2008
SCHERING
PHARMA AG
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Only Imatinib was put on the positive list (Offici&@2/2011) including three
more medicines with the same generic name later on. Other listed medicines have
been rejected on the justification for limited oatl financial means and the
existence of therapeutic alternatives. All these medicines have all been registered in
the country, but their presence on the Macedonian market depends largely on their
inclusion on the reimbursement list. Since 2012, the p&rcommittees have not
been appointed yet, so there have been no new appisétioinclusion on the list.

The innovative companies reduce the medicines prices according to the
methodology for unique medicines prices and direct negotiations with thelTHey
estimate that this has led to the approximate savings of 20 million Euros, which shall
be used to include new innovative medicines on the reimbursement list when they
have the pharmacoeconomic justifications. Additional savings can also be gé&nerate
by rationalising the positive list, drug use in the hospitals and reference prices. The
more frequent revision of the positive list (i.e. quarterly) can result in the elimination
of obsolete medicines and inclusion of innovative medicines.

The financial existence of the innovative companies in the Republic of
Macedonia is of strategic importance for the country in terms of data provision on
innovative medicines, presence on the market andmasiteting surveillance.

The parallel import from 2012 will iprove the market offer, but will have a
negative I mpact on t he financi al SuUS:!

representation in Macedonia.

Conclusiors
National regulations were put in place to accelerate the access to innovative
medicines. Simuétneous legal changes and drug pricing policies were designed to
support the generic market rather than innovations, and control drug budget. This
illustrates the national dilemma of how to improve access to innovative medicines

beneficial for patient hedltwith restrictive budget.
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The Republic of Macedonia has limited drug budget, so its policies are
directed towards saving of the resources for drug supplies.

The country aims to allow the market entrance of innovative medicines and
their use, especiallyof first- and secordine treatments in line with its
financial possibilities.

In recent years, the regulation has been modified to facilitate the market
entrance for innovative medicines. However, frequent modifications and
adjustments according to aliterested parties have delayed the process of
their efficient implementation

The generic prescribing and reference pricing have a negative impact on brand
medicines and limit the choice of prescribers and patients, but save the budget
resources that carelused to include innovative medicines on the market and
the reimbursement list.

The parallel importation is benefiacial to the market offer, competition and
medicines prices, but hampers the financial sustainability of the innovative
compani e dafive offegsr e s e n

The discontinued legal procedured in the last year and the complicated
procedures delay its completion and the inclusion of innovative medicines on
the positive list.

The reduction of medicines prices using the methodology of uniques @mck
reference prices for reimbursed medicines can free some resources to be used
to include new medicines in health care, but lower prices decrease the
i nnovative companiesodo interest to en
Given the limited and insufficient dgubudget, savings can be made by
rationalising the positive list, use of medicines in hospital and introduction of
pharmacoeconomic aspects in practice, which can be used to include new
medicines for patient care.

Still, the inclusion of expensive innawge medicines should be based on

scientific evidence on drug efficiency (firsend secondine therapies),
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pharmacotherapeutic and pharmacoeconomic indicators and HIF financial
possibilities.

U The presence of innovative medicines on the Macedonian mamkietheir
inclusion on the positive list shall be done according to the experience in the

EU and countries in the region with comparative economic systems.
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A STUDY OF TEACHING THE USE OF POLITENESS FORMULAS IN
ENGLISH TO FUTURE PHARMACISTS
DudevaB.D.

Medical University, Sofia, Bulgaria

Summary The pharmacists are involved in socially significant communication
with the patients, where politeness dynamically constructs their professional
identities and is intrinsically linked to their native culture. The prestty aims to
i nvestigate the pharmacy studentsod use
in English between pharmacists and patients regarding the purchase and use of
medications. The decrease in the number of politeness formulas used bysstwdent
time is attributed to: first, i nsuffici
skills; second, the cultural differences in the ways and degrees of expressing
politeness between the native language and English. The conclusions for English
language teaching are: first, the use of politeness formulas has to be trained much
more so that students will acquire the necessary verbal production skills to use them;
second, the existing cultural differences in the use of politeness formulas initiee na
language and in English require that students should develop the necessary
sociolinguistic skills to use English for professional purposes.

Keywords: pharmacy, politeness, communication skills, English language

teaching

Introduction

Practieng pharmacy, medicine and health care on a daily basis involves
intensive communication between health professionals and patients on issues related
to human health and life. Nowadays its significance increases in connection with the
rising needs and reqeiments of people regarding their health and-lveihg as well
as with the growing number of aging populations. The communication between the

health professional and the patient is rich in information about the medical condition

57



of the patient, the posdéomedical and health care decisions and consequences. Thus,
the ethical communication between the medical specialist and the patient is socially
significant both on the level of the individual and on the level of society as a whole
(Dudeva, Alexandrova A@).

The verbal doctoipatient communicatiorhas importantpsychological
aspects. Anguageexpression, used in communicatiomffect not onlythe concrete
act of communicationput can helpachieve higher effectiveness othe overall
medical teatment  through greater patiemdompliance with the doct or 0 ¢
recommendationsThus, the goal of the intrinsically ethical health professional
nonspecialist communicationis to delivercomplex scientific informationin the
form of understandable explafons and recommendatioasd to provide stimuli to
follow treatment

When the docta and pharmacistformulate their messages about the

health and treatmeim a patienttailored way,t hey pr ot e dignitytahde p a
achieve higher patiembmpliance and ultimately higher therapeutic effects and better
patient outcome<Consequentlythe doctos have fulfilled their duty, if theyfollowed
important ethical principles itheir communication with the patier@nd expressed
not only the necessamformation but also respect and politeness for the patient

Politeness is often defined as actions and communication which is
considered correct for the social situation the interlocutors are in, where they show
consideration for other partgia nt s 6 n e e d Brova ardl Leviesedefine g s
politeness by differentiating between positive and negative politeness on the basis of
soci al cl oseness/ di stance bet ween part
addressedBrown and Levinsod987 101i 210). Watts and SerranGarcia brings
the dynamic construction of identiti@ésto the analyside.gWatts, Serrandsarcia
2003 143). He studieghe range of dynamic identitiesonstructed in the discoutse
and the way theseidentities are operationaéd and determined by the
communicativesituatiors. He points thatprofessional identities are cdansctedin

professionakituations.
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Foreign language teaching views language learning not simply as the
proper use of | an cdiapgtien irfdscounse fo adcamplishetlee 0t
communicative functions of | anguageo (
foreign language teaching is to help learners acquire communicative comp&tence.
formation of the communicative language competendeas, the linguistic,
sociolinguistic and pragmatic competences, is central to second language teaching
(Trim 2005). These competences are crucial for the use of both the productive and
receptive language skills.

Communicative competence (Hymes 729 encompasses not only
pragmatic competence (Bachman 1990), connected to the informative function of
speech, but also sociolinguistic competence (Bachman 1990), which includes the
realization of the affective (or social) function of language. The ldttection
i nvolves the use of utterances such as
feelings as well as the phatic ones, which manifest solidarity and empathy with
others. When using politeness formulas, the speaker takes into account the figfeling
interlocutors, the social values, connected to the situation, and the formality of the
context (Holmes 2001). Politeness is often expressed in language by the use of set
phrases.

Politeness S strongly conmweiacht ed
determines the ways and degrees of politeness, expressed in disceunisgerand
McFarlandd e f i ne c thé learme® shared ar@ Gransmitted knowledge of
values, beliefs, and lifeways of a particular group that are generally transmitted
intergenerationally and influence thinking, decisions, and actions in patterned or in
certain ways (LeiningefMcFarland200247). Purnell and Paulank&2Q08 reason
that it can beainconsciousmplicit and explicitknowledge, which can change in time.

The link between glture and languagexists inany discourseanteractionand foreign
language teaching should elaborate on it.

Culture is intrinsic to medical and pharmaceutical practiglaier-
Lorentz, 2008Racher & Annis, 2007Smith, 1998. Andrulis and Brach2007)

explore the connection betwedanguage culture and medicine stating that culture
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and language construdhe experiential context for comprehension of health
information. The culturallydeterminedvalues and preferenceaspact the expression
and understandg of healthcare messages.

For foreign language teaching it is crucial to identify and make the
learner aware of the way cultural differences influence discourse context and how it
determines interaction and verbal expressions of interlocukms.instance, the
language teacher should demonstrate tifierdncesin the choice and degree of
usage of politeness formulas, whidre due to cultural differences such as
spontaneity, directnesand affection(Wierzbicka). Btween English an@8ulgarian
there exist somedifferences in relation to the cultural norms and cultural
assumptionsexpressed ispeech actdJnlike Bulgarian,Englishrestrictsthe use of
the imperative angrefers theinterrogative and conditional formfer expressing
politeness

The interaction between culture and language is so pervasive that there
exists need for more research of the expression of culture in language and
communication. Charles Ferguson emphasizes the mmedetter analysis of
politeness formulas idiscourse (Charles A. Ferguson (1976).

Aim of the study

The aim of the present study 1 s tc
of politeness formulas in simulated dialogues in English between pharmacists and
patients regarding the purchase anel elsmedications.

Materials and methods

The study is carried out with 48 pharmacy students, studying English to
use it for professional purposes. Thidight students are at higher intermediate level
of English and ten students are at advanceel |&orty-four of the participants are 18
or 19 years old and only four are 20 years old.

The experiment about the use of politeness formulas in English language
dialogues in a professional communication situation is based on two dialogues of
native speakers of English taking place at the pharmacy and discussing the purchase

and use of medications.
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The experiment was performed in several stages:

1. A preliminary test was given to pharmacy students to establish, first, if they
recognized polégness formulas, and second, if they had mastered the structure of
most common politeness formulas, which are usually set phrases. The test included
texts, representing dialogues with patients, different from those, used in the recording
session later in thexperiment. There was also a-iiilt the -gaps exercise in the test
to establish if students had knowledge of the structure of the politeness formulas.

2. Pharmacy students watched a short film of two dialogues of English
language native speakers at tpbarmacy discussing the purchase and use of
medications. Students were asked to identify politeness formulas and pay attention to
their use.

3. The English language teacher discussed with the students the politeness
formulas and their use in response pedfic verbal stimuli from the interlocutor.
The student s wer e advised t o use t he
expectations to be addressed in that way when communication occurs in the English
language.

4. The 48 students had formed 24 pairs fakimg dialogues and immediately
after watching the film they practiced the dialogues in pairs, using a flow chart to
support the expression of meaning. However, the flow chart did not give any
indication of the use, type or place of politeness formulé®tosed in the dialogues.
Before making the dialogues the students were reminded to use the politeness
formulas.

5. During the next lesson in English after a week the students were instructed
to participate in the simulation of the dialogues, using tbe fthart to support
meaning. The students made the dialogues and the dialogues were recorded for
investigation purposes.

6. In a month the students were instructed to participate in the simulation of the
dialogues using the flow chart again. The studengslanthe dialogues and the

dialogues were recorded.

61



7. Results regarding the frequency of the use of politeness formulas in the three
simulations of the dialogues (during the same lesson, in a week and in a month) were
analysed.

Results and discussion

The results of the preliminary test showed that the students identified 98%
of the politeness formulas in the provided texts. The results from the-fihe -gaps
exercise showed that students successfully reconstructed politeness formulas in 93%
of the cases.

The

between a pharmacist and a patient at the pharmacy revealed the following results

recordings of the studentso6 si

about the use of politeness formulas:

Number of Average number Average number Average number
polite formulas| (Percentage) of politg (Percentage) of polit¢ (Percentage)fgolite
used by the | formulas per student| formulas per studen{ formulas per student
native simulation of the simulation of the simulation of the
speakers of dialogue during the | dialogue in a week | dialogue in a month
English same lesson
Dialogue 1 5 (100%) 4.2 (84%) 3.5 (70%) 2.2 (44%)
Dialogue 2 4 (100%) 3.3 (82.5%) 2.8 (60%) 1.8 (45%)

Table 1. Average number (percentage) of polite formulas used per simulation of the
dialogues during the same lesson, in a week and in a month

The results showed that with time the number of politeness formulas used
in the dialogues decreased. In a month they decreased to around half of the original
number used right after viewgnthe films demonstrating the dialogues between the
native speakers.

The test made before listening to the dialogues showed that the students
could recognize the politeness formulas and were acquainted with the structure of
these phrases. Althobghe preliminary test showed students were confident with
these phrases during reception, when it came to demonstrating their verbal production
skills they did worse. One reason for the decrease in the number of politeness

formul as us e doral perfotmanee is theurgdficiens d@velopment of

their verbal production skills.
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Another reason for the lower number of politeness formulas used over
time is the cultural differences in the ways and degrees of expressing politeness
between thenative language and English. The sociolinguistic characteristics of the
communicative situation between a pharmacist and a patient in the native language
do not require such a high degree of politeness as in English. Although with time
students forget theshort dialogues in the films, they can still reconstruct the
information meaning of the dialogues, as they are helped by the flow charts.
However, in judging the sociolinguistic characteristics of the communication
situation they are more strongly influeacby the use of the native language in such
situations. Thus the information meaning of the dialogue is reconstructed but that
does not hold true of the appropriate social function of the use of language.

The degree of politeness expressed in dlaogues performed with a
greater time lag (in a month) corresponds to that characteristic of the native language.
This is indicative of the stronger connection of the expression of the social function
of communication to the habitual behavior and natiudure of the speakers of a
foreign language.

Students practicing interaction in a foreign language can switch from
native language to English. However, switching from the awareness and realization
of the sociolinguistic characteristics and tthegree of politeness expressed when
speaking the native language to those when speaking English is much more difficult.
That is due to the higher stability of habitual behavior and native culture which
cannot change quickly during communication.

On the basis of these results several conclusions regarding English
language teaching can be drawn. First, the use of politeness formulas has to be
trained much more so that students will acquire the necessary verbal skills to use
politeness formulas dumnverbal production in English. The language practice in this
respect should be even more extensive as important cultural differences exist between
the native language and English. During their course in English language
communication the students shouldka more dialogues with a focus on expressing

politeness, empathy or compassion.
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Second, the existing cultural differences in the use of politeness formulas
and the degree of politeness in the native language and in English require that
studentsalso acquire the necessary sociolinguistic skills for the use of English. Thus,
language practice and especially production skills should be developed with a focus
on sociolinguistic characteristics. This is also connected to crossing the boundaries of
naive culture and identifying to a greater degree both linguistically and culturally
with the role of the pharmacy professional in a situation when communication occurs

in English.

Conclusion

The study demonstrates the need for more extensivedgaguractice for
students to acquire the skills for verbal production in English not only to impart
information meaning but also to adequately use the social functions of language.
They should be trained to take into account the sociolinguistic characteatthe
communicative situation as well as the degree of politeness expected when using
English. This is connected to crossing the boundaries of native culture and identifying
both linguistically and culturally with the role of the pharmacy professiona
situation when communication occurs in English. Thus, pharmacy students will
acquire the necessary verbal skills to express medical information as well as socially
relevant communication meanings (including politeness) when practicing their

professon with English language patients.
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PHARMACOECONOMIC OF TREATMENT OF FABRY DISEASE WITH
AGALSIDASE ALFA
Kamusheva M.S., Petrova G.I.

Medical University, Sofia, Bulgaria

Summary. Fabry disease is a rare lysosomal disorder connected with
accumulation of globotriaosylceramide and other glycosphingolipids in the body. The
main clinical manifestations of the disease are pain, angiokeratomajnpra,
cardiovascular, cochleaestibular and cerebrovascular disorders. Enzyme
replacement therapy with agalsidase alfa or agalsidase beta is critically for slowing
the progression and complications of the disease. This publication is focused on the
use of agalsidase alfa in the treatment of Fabry disease in comparison with treatment
with agalsidase beta which is reimbursed by National Health Insurance Fund (NHIF)
in Bulgaria. The current analysis was conducted from the perspective of ipayer
NHIF 7 andit is based on clinical trials, pharmacoeconomic studies and budget
impact analysis. Implementation of enzyme replacement therapy with agalsidase alfa
in Positive Drug List in Bulgaria is associated with little higher costs for NHIF in
comparison with thalternative drug agalsidase bet&2 373866.00 BGN (= 2209
488.07 Euro) and 243401.12 BGN (=1143 016.03 Euro) respectively. The higher
drug costs could be justified by significant advantages of the new drug agalsidase
alfa: better immunogenic prédi, reduced time for infusidn40 minutes with
agalsidase alfa and 75 minutes with agalsidase beta; adequate and unproblematic
delivery of drug with INN agalsidase alfa.

Key words:agalsidase alfa, pharmacoeconomics, Fabry disease.

INTRODUCTION:

Fabry dsease is a rare progressivdinked recessive disorder of lysosomal
depots due to deficient activity of enzyme callddalactosidase A. This leads to
accumulation oflobotriaosylceramide and other glycosphingolipids in the body. As

a result there are kalysfunction, microvascular pathology, and progressive tissue
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and organ damages cardiovascular, neurological (pain), renal (proteinuria) and
cerebrovascular.

The disease affects all ethnic groups and more frequently is occurred in males.
| t 6 s @that Falbnadisease affectinlevery 40000 to 60000 males

Because of the progression of Fabry disease and absorption of the
complications there is a need of implementation of antihypertensivestaomdal
antrinflammatory drugs (NSAIDs), tricyclic antidepressant and other
pharmacotherapy methods to relieve the symptoms.

There are a lot of studies which show that enzyme replacement therapy could
prevent or slow the progression and could increase the expected duration of life and
improve quality of ife of patients.

Objective of the current study is to evaluate the budget impact of the
introduction of agalsidase alfa for the treatment of Fabry disease in national setting.

MATERIALS AND METHODS:

The current pharmacoeconomic analysis was conducted threrperspective of
payer and it is based on the results of clinical trials and cost of therapy compared with
an alternative drug for treatment of Fabry disease which is paid by National Health
Insurance Fund.

The study was performed as three step analysist was analyzed systematically
the available literature for the effectiveness and cost effectiveness of both alternatives
by searching the PubMed and Google Scholar. Randomized clinical trials with data
for products efficacy were selected and compafden was calculated the cost of
therapy with the alternatives by multiplying the patients weight with the
recommended doses. At the end was performed budget impact analysis with the
assumption that every year within the 5 year period 2 new patientdreated with
agalsidase alfa.

RESULTS AND DISCUSSION:

l. Clinical trials results

The safety and efficacy of drug with INN agalsidase alfa are defined in 4
clinical studiesTKT003, TKT005, TKT010, TKT028here are 3 additional clinical
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trials for safety ancefficacy in special groups of patients:s v 0id #male with
Fabry disease and s v OaBdds s u OirRp@diatric patients. (Table 1)

The goal of the study TKT003 was to investigate the effect of drug on the pain
using Brief Pain inventory method intk mont and to assess the renal function and
pathology. 26 men over 18 years old were randomized in two groups: 14 patients
receive alfa galactosidase A andilplacebo. In the first group there is progressive
drop of pain point$ 3.8 in the beginning to 2.7 ithe end of 22week in comparison
with placebo group. There is increasing of normal glomeruli in the first Gr@0go.

Clinical trial TKTO05 with duration of 6 months covers 15 male patients,
randomized in 2 groups: patients in first group receive Q/Rgnaglasidase alfa i.v.
for 40 minutes and the patients in the second group are placebo group. In the patients
receiving drug the level of Gb3 (globotriaosylceramide ) is reduced with 45% in
plasma. There is approved cardiac functiotme level of Gb3n heart is decreased
with 19% as well as reduction d@ft ventricular mass with 6.2%.

15 female patients are included in clinical trial TKT014 and they have at least
three affected by the disease organs and systems: neuropathic pain, cerebrovasculal
accicent, and hypertrophy of left ventricle or renal dysfunction. They receive

0.2mg/kg i.v. aglasidase alfa for 55 weeks.

Clinical trial Goal of clinical Design of the Results Serios adverse drug
trial study reactions
v s u 00| Phaselllll: Randomized | Decrease of pain; Bleeding in injection site,
assessment of double blind, | Reduction of number of patien| allergic reaction, chest
safety and clinical | placebo taking pain killers; pain,, hearing decreased,
efficacy (pain) controlled, Reduction of number of days (anaemi a, f e
single centre | taking pain killers; ataxia, chest pain, viral

Increase of number of normg hepatitis, deficiency of Vit
glomerdi; B12, muscle weakness,

Reduction of average duration | cerebrovascular disorder

QRS complex.
v s u 00 Phasell/ll: Randomized | Decreased level of Gb3; Pharyngitis
assessment of double blind, | Reduction of left ventricular mass

safety and chical | placebo

efficacy (cardiac controlled,

function) single centre
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uvsu01(Phaselllll Randomized | Statistically insignifi@nt
double blind,
placebo

controlled

uvsu02{Phase Ill: | Prospective No results
comparison the multicenter
effects of several open label
dosage regimens o design

cardiac  function

and structure

v s U 014 Phasell:to assess| Open label, Decreased levels of Gb3; Hypertension,
safety and efficacy | placebo Reduction of left ventricular masg md §f j tels j dzL d W ,
in female patients | cortrolled Increased average assessment exacerbation of COPD;
quality of life of patients myocardial infarction;

cerebrovascular accident

acute hearing loss

v 85 02 3| Phase l/ll: to Prospective Normal renal function;
assess the safety | multicenter Normal quality of life;
and efficacy in openlabel Normalization of sweating

pediatric patients

Table 1 Clinical trials for drug with INN agalsidase alfa

The averagdevel of Gb3 is decreased as well as left ventricular rmasgh
23g/nt on 27" week from the beginning. The average points for quality of life,
measured by SB6 form, ae higher than in the beginning

The clinical efficacy is measured by the level of3Gkenal and cardiac function,
sweating and quality of life in pediatric patients with Fabry disease (clinical trial
TKT023). Renal function is stable after 6 months as well as the average level of
albumin excretion is decreased from 50mg/24h to 27.6mg/Bdé most of patients
have normal or closely to normal level of quality of life.

I. Published pharmacoeconomic studies

There are two models for agalsidase alfa which are designed in Italy and Norway.

In Italy the number of patients with Fabry disease &@i232% take agalsidase
alfa and 41%- agalsidase beta. The costs for clinical visits, tests, ERT, co
medication, dialysis are calculated on the basis of price in the period2P098
28299832 Euro for all patients. This sum represents 0.03% of Itdeaithcare

budget. Sensitivity analysis experiences the influence of change the thieftaoy
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agalsidase beta to agalsidase alfa. The results indicate that the annual costs are
reduced by 1% to 28.1 million Euro. This change of pharmacotherapy release
hospital resources because of shorter time of infusion of agalsidase alfa than
agalsidase beta. In Norway the patients aré 808% take aglasidase alfa and 36%
aglasidase beta. Total costs ar€96645 Euro which are 0.05% of the total
healthcare badgetof Norway.

Model includes 1000 hypothetical patients from Wales and their average weight
i's 50kg. The additional c 0 s858and imcreasiBgR T\
of QALY with 3.51. This |l eads to | CER
agals dase beta is .A252 112 per QALY

Average Average Average
Average costs
costs for QALY for QALY for Incremental | Incremental ICER
for untreated .
) treated treated untreated costs QALY (Al QA
patients ) ) )
patients patients patients
34 329 2572122 24.76 14.69 2537792 10.07 252 112

Table 2 Costeffectiveness of ERT in patients with Fabry disease

[ll.  Pharmacotherapy costs

1. Pharmacotherapy costs for Agalsidase alfa

Pharnaceutical )
INN Dosage CIP manufacturer price
form
Agalsidase concentrate for | 0,2mg/kg every 14 343,43BGN
alfa solution for infision other week (for 41l.)

Table 3Dosage and and price for drug with INN agalsidase alfa
1 ml concentrate for solution for infusion contain 1 mg agalsidase alfa. Each vial
of 3.5ml of concentrate contains 3.5mg aglasiddfe It is administered every other
week by intravenous infusion, i.e. in 26 weeks in 1 year. The price of 4 vials is
14343.43 BGN (= 7308.00 Euro) and of 1 vial is 3585.90BGN (=1827.02 Euro).
(Table 4) There are data that the number of patients withrfaisease who are
treated with ERT in Bulgaria is 7. Their age and weiglhtich is consistent with the

norms for the age of the patients due to lack of actual data, are presented in Table.
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Total amount of pharmacotherapy with Agalsidase alfa for 7 mgati®r 1 year is
2373866.00 BGN (=1209 488.07 Euro).

. Number of Cost of
Age (years) Weight ( §) Single dose vials for 1 pharmacotherapy/year
(& year (BGN)
12 30 30*0,2=6 ~52 52*3585,9= 1864663
18 50 50*0,2 = 10 ~78 783585,9 =279700,2
19 55 55%0,2 = 12 ~78 78*3585,9 = 279 700,2
23 60 60*0,2 = 12 ~90 90*3585,9 = 32731
50 70 70*0,2 = 14 ~104 104*3585,9 =37833,60
55 80 80*0,2 =16 ~130 130*3585,9 =466 16700
55 85 85*0,2 =17 ~130 130*3585,9 =466 16700
Total cost for
pharmacotherapy for 7 2 373 866,00
patients/year

Table 4 Cost of ERT with agalsidase alfa in 7 bulgarian patients with Fabry disease

2. Pharmacotherapy costs for Agalsidase beta

Pharnaceutical CIP manufacturer
INN Dosage i
form price
powder for

Agalsidase concentratedr 1mg/kg every othenn 6986,30BGN for 1

beta solution for infusion week vial

Table 5Dosage and and price for drug with INN agalsidase beta
The content of Agalsidase beta in 1 vial of 7 ml is 35mg (5mg/1ml). The infusion
is realized every other week, i.erf@aé weeks in 1 year. The price for 1 vial is
6986.30 BGN (=3559.53 Euro)ldble 5
The data for treated Bulgarian patients with Fabry disease are preseiaigée
Total pharmacotherapy cost with agalsidase beta for 7 patients for 1 year is
224340112 BGN (=1143 016.03 Euro).

Weight Single dose Number of vials Cost of
Age (years)
(€9) ( d&3g) for 1 year pharmacotherapy/year (BGN)
12 30 1*30=30 ~26 22*5811,9212786224
18 50 1*50=50 ~52 52*5811,92=302219,84
19 55 1*55=55 ~52 52*5811,92=302219,84
23 60 1*60=60 ~52 52*5811,92=302219,84
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50 70 1*¥70=70 ~52 52*5811,92-302219,84

55 80 1*80=80 ~78 785811,9245332976
55 85 1*85=85 ~78 785811,92=453 329,76
Total cost for 224340112

pharmacotherapy for 7

patients/year

Table 6 Cost of ERT withagalsidase beta in 7 bulgarian patients with Fabry disease
3. Comparison between pharmacotherapy cost for ERT

There are higher costs for treatment with aglasidase alfa than agalsidase beta
(86748.70 BGN (= 44 198.58 Euro) is the differenc€hdrt 1)

Type of IRT

2500000

2000000

H agalsidase alfa
m agalsidase beta
Difference

1500000

1000000

500000

The cost of therapy (BGN)

0

Chart 1 Pharmacotherapy costs for 7 patients with Fabry disease in Bulgaria and the
amount of cost savings for NHIF
4. Including new patients
The implementation of 2 new patients every year leads to increasing in
pharmacotherapy costs for two group of patiditkie weight of these 2 new patients
is 50kg, the annual pharmacotherapy costs for their treatment are:
- For afalsidase alfa: 74 vials/year => Z85%.60 BGN (=135 199.56 Euro)
- For aglasidase beta: 37 vials/lyear => 258.10 BGN ( = 131 702.60
Euro)
On the chart 2 is followed the increasing of pharmacotherapy costs for period

of 5 years. The value for aglasidase alfa is higher than agalsidase beta.
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§ 4000000
:f 3500000

&£ 3000000 -
> 2500000 -
S 2000000 -

The cost of th

1500000
1000000
500000

0 -

1 2 3 4 5
Number of the year

m agalsidase alfa

m agalsidase beta

Chart 2 Costs for Enzyme replacement therapy (ERT) as a result of implementation

of new patients for 5 yeareriod
CONCLUSIONS:

Implementation of enzyme replacement therapy with agalsidase alfa in Positive

Drug List in Bulgaria is associated with little higher costs for NHIF in comparison

with the alternative drug agalsidase beta. These higer drug costs equktitied by

significant advantages of the new drug agalsidase alfa:

1.

1l sdzy mMls dz0 A OB t6(d,

2.

Chinese hamster;
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minutes with agalsidase beta;

Better immunogenic profile because of the use of human cell line to obtain the

enzyme product. For comparisoror the alternative drug the cell line is from

The timefor infusion is reduced 40 minutes with agalsidase alfa and 75

There is adequate and unproblematic delivery of drug with INN agalsidase
alfa. For comparison: EMA reports for lack of delivery of drug with INN
aglasidase bethecause of manufacturing problem. This is associated with

risks for providing of timely treatment for patients with Fabry disease.
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CHILDREN WITH DIABETES. THE TREATMENT AND EFFECT OF
CONTINUOUS INSULIN INFUSION
Petkova E., Petkova V., Dimitrova M., Petrova G., Konstantinova M.
Medical University of Sofia,

Sofia, Bulgaria

TITLE: Assessmet of effect of continuous subcutaneous insulin infusion

treatment for children with diabetes

INTRODUCTION:

Diabetes cannot be treated but can be controlled through unmodified regular
human insulin (RHI) thus achieving the glycaemic target. But pat@ftes suffer
from postprandial hyperglycaemic excursions, together with an increased risk of
hypoglycaemia in the postbsortive period.

Fortunately, the last few years have seen great progress in the study and
treatment of diabetes. Recent matalysesn the published medical literature have
found improved glycaemic control with continuous subcutaneous insulin infusion
(CSIl) compared with multiple daily injections (MDI) of insulin for patients with
diabetes mellitus. Maintaining a good blood sugar lesetliabetic can practically
lead the life of a nondiabetic. The weldeveloped economic countries, which
provide state programs for diabetes, view diabetes as a way of life rather than as a
disease. In Australia, CSllI is predominantly used in type ket mellitus patient
populations.

OBJECTIVES: To assess the cost of using CSIl of insulin to treat children
with diabetes type in Sofia, Bulgaria and to compare it with the changes in BMI and
HbA(1c). The study was performed from the point of view of likalth insurance
fund and patients.

METHODS: A combined retrospective and prospective analysishdfiren

patientsd records after the introduct:i
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glucose monitoring system and strips was calculated. The priooécgme observed
was the variation in HbA(1c) and the secondary was the BMI change.

The data was collected from the Endocrinology and Pediatric chiiitary
Medical Academy (MMA)during the period 01.01.201331.07.2013. (7 months).

34 children werebserved divided into two groupsGroup 1 using CSIl and Group

21 control group on analogue insulin treatment with a pen device. The data collected
from the patientsd dossier include demc
of disease antHbA(1c) and type of treatmenCGgIl or analogue insulin treatment

with a pen device).

RESULTS: Subcutaneous insulin infusion (CSIl) systems are of a limited
usage because they are not reimbursed by the health insurance fund in the country.
The university pediaic clinic is introducing them on the request of the parents and
only 30 children apply such. 11 children with diabetes type 1 during the period 1999
i 2011 were observed (mean age 10 years, mean duration of the disease is 7 years
average usage of CSII3 years). The CSII price is 3896 Euro and compared to the
duration of usage it costs 1292 euro per patient per year. The blood glucose
monitoring system costs 20 Euro and for the duration of the diseh86 Euro per
patient per year. The test strip@sts 533 Euro/ year (1100 stripes per year) and their
average cost according to the duration of the disease is 3779.45 Euro since diagnosis.
Thus the total yearly cost weighed with the duration of the disease is 1850 Euro (30%
reimbursed). The average ingpement of HbA (1c) after the CSII introduction is
1.72 and the average BMI was 37.03.

Gender | Age (Months) | BMI 1 BMI 2 HbA | HbA (1c)| Months
(lcn 2 with
diabetes
PUMpsS 1.41 113.8] 17N| 19.6 8.79 6.94 66. 6
0.507 49.054 2.739 1.272 0.659 41.07
Insulin 1. 47 112.4]7 18N| 19.4|9.7¢( 8.88 41.7
0.514 42.705 2.716 2.125 1.640 1.364 22.79
Insulin cost Pump cost | Pen cost | Consummative
870.00

pumps |3 7. 8 3 N1/ 7850.00
insulin [58. 41 N1]-

150.00 225.00
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CONCLUSIONS: Improvements in glycemic comtrassociated with CSllI led
to reduced HbA(1c) that can guarantee good diabetes management, but its control
over BMI in growing children is still unclear. Diabetes in a small child places
considerablestress on the family in terms of daily injectiomsetary management,
recognition of hypoglycaemiand coping with frequent intercurrent illness, whigh
a normal feature of life in young childrebiabetes in the young child is not rare and
seemdo show some clinical and epidemiological differenfresn dabetes in older

people.
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Summary.Highlights the main historical stages of formation and development
of geronblogy and geriatrics as a separate branch of science in the article.
Displayed a chronological sequence of significant events. Designated the basic
prominent figures at every stage of development.

Keywords:history, geriatrics, gerontology.
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Summary.The given article presents the
characteristics. Socidemogrghic portrait of pharmacist is developed; his
psychological features are defined. Necessary competences and job satisfaction are
revealed; questions of bioethics are considered.

Key words:sociological research of pharmacigibarmaceutical competences,

pharmaceutical care.
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Summary. The article presents methodological approach to optimizing

medication use in population assistance o ut pati ent treat ment
preferences. Test results of the methods are given on the example of improving the
medication assistance to children with juvenile arthritis.
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Summary

This paper illustrates the application of integrated qualification qualities
assessment technique. That individual adaptation program creation is catriad ou
pharmaceutical organisation.
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Summary. The resalts of the clinical investigation of the preparation
ipidaaine among the patients suffering from primary open angle glaucoma are
submitted in the paper.

The survey of the original plan of the complex medical treatment worked
out by the authors is given.
Key words: ipidacrine, the method of medical treatfjethe complex

medical treatment of glaucoma.
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