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1. PREFACE

1.1. Foreword

I

t has been common practice that healthcare
problems and challenges, both here and in the
countries of the region¹, are addressed mainly by
healthcare experts in broad terms, while interaction
with experts in other ields has been rare; even when
there is interaction, there are problems in achieving a
clear common understanding. Indeed, this is not
unique for just the health sector. In developed
countries, including some countries of this region,
important processes in the country and society are
considered meticulously from diﬀerent perspectives,
including the economic perspective in particular²,
since the biggest challenge of the consistent
implementation of de ined policies is their stable
inancing. Needless to say, the health policy is among
top priorities in every country by reason of its
important share in GDP, overall budgets of national
governments and the number of bene iciaries and its
vital importance for the whole population.
The health sector in BiH has long been in special focus
of politics, a narrow professional community and the
public at large with an emphasis on the problems of its
inancing. Public statements of stakeholders seem to
show that the focus is far sharper on revenue than it is
on expenditure. Looking back (on the past ten years,
for example), there has been a signi icant growth in
health expenditure in BiH and the possible reasons for
this trend will be discussed in a separate chapter.
Apart from expenditure on healthcare staﬀ (both
medical and non-medical), who account for the largest
share of health appropriations, expenditure on drug
procurement is the second-largest expenditure.

The authors of this study are members of the
consulting team of the Net Consulting d.o.o. (LLC)
company, specialized in the area known globally as
Compliance and Ethics – conducting business in
compliance with the law and ethical standards. The
Net Consulting's competence to develop this study
stems not only from its primary activity but also from
its years-long experience in working with healthcare
institutions and other healthcare sector entities. With
the support of the UK Embassy to BiH, the Net
Consulting provided non-compliance risk assessment
(integrity plan) services to the Clinical Centre of the
Sarajevo University (KCUS) and the Health Insurance
Fund of the Herzegovina-Neretva Canton in Mostar
and helped them establish an Ethics and Compliance
Hotline and cooperated through the irst Balkan
Compliance and Ethics Forum³ held in Sarajevo and
the irst Business Ethics and Compliance Academy⁴
with a number of healthcare facilities and
pharmaceutical companies. The Net Consulting
launched a Healthcare Integrity Initiative with a view
to enhancing the introduction of integrity standards
into the market, particularly the pharmaceutical
market, among other things.⁵
Hoping to be able to make at least a symbolic
contribution to clarifying and improving the
medicines availability processes in BiH, the Net
Consulting d.o.o. welcomes suggestions, comments
and discussions related to this study from all relevant
stakeholders.

Accordingly, this study titled “The Analysis of the State
of Integrity in Medicine Availability Processes in BiH”
makes a contribution to the identi ication of problems
and proposes mechanisms which can contribute to
making improvements in the drug registration system,
drug selection, prescription, sale, procurement, etc. in
the context of transparency and accountability and in
accordance with good practices of the world, and
certainly in the context of rationalizing spending and a
more eﬀective management of the existing funds.
¹ Mihaljek, D., 267, “Zdravstvena politika i reforma u Hrvatskoj: kako vidjeti š umu od drveć a?”, p 267., 2006. godina, Source: O zdravstvu iz
ekonomske perspektive, Ekonomski institut, Zagreb, 2014.
² O zdravstvu iz ekonomske perspektive, grupa autora, Ekonomski institut, Zagreb, 2014.
³ Balkan Compliance and Ethics Forum, available at: http://netconsulting.ba/odrzan-balkan-compliance-and-ethics-forum/
⁴ Business Ethics and Compliance Academy (BEC Academy), available at: https://www.klix.ba/biznis/predstavljena-prva-bh-akademijaposlovne-etike-i-uskladjenosti/151212062#5
⁵ Bojan Bajić , director, Net Consulting d.o.o., Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH”,
Healthcare Integrity initiative, Sarajevo, 14 June 2017.
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1.2. Executive summary

T

he healthcare sector in Bosnia and Herzegovina
is facing numerous challenges, particularly
those in the context of its inancing and
sustainability. On the one hand, healthcare spending
sees a fast-growing trend and is greater than receipts
to the Health Funds. The debt of the healthcare sector
in BiH is the reason for poor cash low coming into the
Health Insurance Funds from compulsory health
insurance contributions by reason of a small number
of employed insured persons and huge debts incurred
with respect to unpaid employer contributions, largely
by public companies and institutions. On the other
hand, the budgets, i.e. the governments, account for a
large portion of the overall debt, which throws doubt
on the reliability of the possible transition of the
healthcare sector to the inancing from the budget (the
Beveridge model instead of the Bismarck model).
Moreover, BiH does not leave any percentage of excise
revenues from taxing tobacco and alcohol (major risk
factors to health) for allocation to healthcare, unlike
the practice in developed countries of the world and
some countries of this region.
There are a number of reasons for increasing
healthcare spending in BiH, with diﬀerent levels of
impact. Technological development and investments
in healthcare cannot be considered to have a
signi icant impact on healthcare spending in BiH. On
the contrary, investments in healthcare have seen a
mild decrease. An increase in the number of
healthcare services could not have a signi icant impact
on an increase in healthcare spending since BiH ranks
far below the EU average volume of service provision
nor is there a signi icant increase in the number of
health services. An increase in the number of people
employed in the healthcare sector in BiH could have a
stronger impact on an increase in healthcare spending,
and a particular problem in this regard is a high
percentage of non-medical staﬀ, medical
administration and inances. The current trend in
ageing of the population, in view of an increase in
healthcare costs and pharmaceutical consumption
necessitated by the elderly population, is an indicator
of a certain increase in healthcare spending also in the
future.
As regards drug registration, that is, the granting of
marketing authorisations in BiH, the relevant
legislation requires that members of the Professional
Board and the Committee for Medicinal Products and

Medical Devices of the BiH Agency for Medicinal
Products and Medical Devices should possess
“outstanding expertise in pharmacy, medicine,
chemistry and law”, that is, “in health and natural
sciences” and relevant experience. However, the
selection process is not transparent.
It has also been noticed that the Agency's director has
a large discretionary power to draw up so-called lists
of experts as the publically accessible regulation does
not de ine the manner of drawing up lists of experts or
the criteria for their engagement.
Two diﬀerent de initions of con lict of interest apply to
the BiH Agency for Medicinal Products and Medical
Devices. The irst de inition, which refers to the
Agency's employees, committee members, the
Professional Board members and experts, has
shortfalls and does not re lect the very purport of
con lict of interest, which is the reason why some
irregularities cannot be treated formally as a con lict
of interest. There is no established procedure for
disclosing actual or potential con licts of interest or a
response to any con lict of interest found in regard to
any individual already associated with the
organization.
There are no public records of the volume of
medicines licenced in BiH despite a negative opinion
by the Committee for Medicinal Products. The
legislation is not clear about “the states which have
the same standard requirements for quality, safety and
ef icacy properties of medicinal products” which are
exempted from marketing authorization
requirements. Such states or standards are not
speci ied. The minutes from the meetings of the
Committee for Medicinal Products are not released
and the information on the Committee's work remains
publicly inaccessible. Some rules governing
importation of medicinal products set in the rulebooks
at lower levels of government go beyond the statelevel Medicines and Medical Devices Act, allowing
importation under the requirements which are
diﬀerent from those de ined in the state-level Act. The
reports on imports of unapproved medicines
(emergency importation) provide only inancial data,
without disclosing any information on compliance
with importation requirements.
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Regarding giving priority to public inancing of
medicinal products, or the list of medicines in BiH,
there are huge disproportions in the rights of insured
persons (BiH Federation) even with respect to the A
list of essential medicines. Apart from the Committee
for Medicinal Products at the level of the Federation,
all cantonal ministries have their own committees for
medicinal products which de ine a list of essential
medicines at the cantonal level – the process of
selecting committee members is not transparent
enough and the selection criteria are not known. High
patient co-payment levels (up to 50% of the price of a
medicine) for medicines from the lists of essential
medicines and long patient waiting lists for certain
medicines and services are a big problem for patients.
Regarding the Solidarity Fund of the BiH Federation,
the manner in which proposals to licence a medicine
are developed for the management of the Fund is not
clear. The Instruction for the Implementation of a
Decision to Approve the List of Medicines of the Fund
is unclear or incomplete in some parts. The Federation
Health Minister has a discretionary power to propose
a medicine for the Solidarity Fund's list, while the
question is why patients' organizations, for example,
are not allowed to request that a medicine be included
in the Fund's list.
Transfer to generic naming of medicines for public
inancing is a well-known practice in the world, which
is one of the measures to reduce healthcare spending.
However, the properly recorded proposal made by
some of icials in BiH “to procure medicines in bulk and
to pack them in ordinary bottles” is in contravention of
the BiH Medicinal Products and Medical Devices Act
and international standards.
Clinical trials in BiH and the costs paid for by the trial
sponsors (mainly pharmaceutical companies) are
de ined in the Rule Book of the BiH Agency for
Medicinal Products and Medical Devices and the Rule
Books of the institutions performing clinical trials
which include details ranging from a mandatory
contract to be concluded between the contracting
authority and a medical institution, to the submission
of a report on inancial transactions, to the amount to
be paid to the institution and engaged staﬀ. On the
other hand, patients are protected also by the legal
provisions of the Patients Act and the HealthCare Act.
It can be said that clinical trials are regulated well in
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BiH, although publicly available reports on their
implementation are still missing.
Regarding the pharmaceutical industry giving cash,
hospitality and gifts to doctors, which has often
captured public attention in BiH, no domestic
pharmaceutical drug manufacturer is a member of the
European Federation of Pharmaceutical Industries and
Associations (EFPIA) or has a formal obligation to
comply with the EFPIA Code on Disclosure of
Transfers of Value from Pharmaceutical Companies to
Healthcare Professionals and Healthcare
Organisations, based on “the Tajani Guiding Principles
for the Promotion of Good Governance in the
Pharmaceutical Industry”. Foreign innovative
pharmaceutical manufacturers in BiH are in the
process of joining EFPIA, and once this process has
been completed, they will be obliged to comply with
the EFPIA Disclosure Code. In 2016-2017, they
introduced self-regulation within their own
association (UIPL in BiH) through the Code of Conduct
for Innovative Pharmaceutical Manufacturers and the
Code of Conduct for the UIPL Members in BiH in
Interaction with Patients' Organizations.
There is evident lack of capacities necessary for
surveillance and control of the pharmaceutical market,
primarily in terms of the number of available
inspectors.
There is a series of problems with serious
repercussions also in the public procurement of
medicinal products. A decentralized system of public
procurement of medicinal products makes the process
even more complex. A poor inancial situation in the
relevant health sector institutions results in giving
preference to bids with long payment periods, not
with the lowest prices, which increases spending.
Medicines come down simply to the lowest price
oﬀered in a public bidding process under the “most
economically advantageous tender” criterion, which
gives rise to controversy. Another problem is dumping
of products (too low prices), resulting in a supplier's
inability to deliver a quantity of goods (medicinal
products) he contracted to supply to the buyer, leaving
the most vulnerable groups of patients without a
therapy on occasion. Inadequate legal punishments for
violations of the terms of a contract lead to recurrent
abuse. Another cause of this problem are objections
and appeals iled by bidders – those who made formal
oﬀers in a bidding process.

1.3. Theme of Analysis

A

long with depopulation caused by an extremely
unfavourable migration trend in BiH, a negative
natural population growth, the strong need for
an adequate employment policy and a solution to the
inancing of the pension system in BiH (there is a
causal link between all these issues), sustainability of
the health system is probably the biggest challenge
facing this country. Polemic, discussions, objections,
accusations, dissatisfaction and other similar forms of
public debate and advocacy of numerous health sector
issues in BiH emerge continuously, at frequent
intervals.
In view of the manifold signi icance of medicines, as
mentioned above, the interest of various spheres of
the public is focused on this particular segment of the
health sector: the current problem related to the lack
of cytostatic drugs⁶, drug prescription scandals⁷,
polemic over a new Rule Book on Medicinal Products
in BiH⁸, the presence of national and foreign
pharmaceutical products⁹ and the debt owed by the
BiH Federation Government to the Solidarity Fund¹⁰
are just some of the hot topics of public discussion
related to medicines over the past several months.
Although public polemics are numerous, they do not
paint a clear picture of the problem and its deep
causes and consequences for the public at large. A
broad range of issues, diﬀerent media approaches to
this topic, con licting statements by the stakeholders
with con licting interests in diﬀerent processes,
politicization of advantages of newly introduced
procedures and other dif iculties in communication
with the interested public make these issues rather
vague.

stakeholders and to give a one-stop source of
information to the interested public which will help
the public get a more detailed insight and a broader
understanding of the issue;
2) To make a contribution to the identi ication of the
risk points in the medicines availability processes in
the context of integrity and prevention of nonconformities, the shortcomings of the present
regulations and/or non-compliance of procedures
with the present regulation, while presenting and
explaining Compliance Management and how such
important processes should be run;
3) To make a contribution to improving the medicines
availability processes through comparison with
good practices in the countries of the region and the
world and with proposals and recommendations to
overcome problems, to provide an adequate
response to challenges and to reduce the risk of
non-conformity and non-compliance in procedures
and the management of processes;
4) To make a contribution indirectly, through
clari ication and recommendations for the
establishment of better transparency and control
models, to rationalizing and making healthcare
spending in BiH more ef icacious.

This is why, the goal of the “Analysis of The State of
Integrity in Medicines Availability Processes” is:
1) To raise this important issue through presentation
of overall processes related to medicinal products
and to piece together publically raised individual
topics into one coherent picture in order to provoke
a constructive public dialogue among all

⁶ News Agency Patria (NAP), http://www.nap.ba/new/vijest.php?id=32205
⁷ Centre for Investigative Journalism CIN, Recept za korupciju, https://www.cin.ba/en/recept-za-korupciju/
⁸ Portal klix.ba https://www.klix.ba/vijesti/bih/konacno-usvojen-pravilnik-kojim-se-snizavaju-cijene-lijekova-u-bih/161104097 , Portal
capital.ba http://www.capital.ba/novi-pravilnik-unistava-domace-proizvodace-lijekova/
⁹ Portal al-jazeera.net, http://balkans.aljazeera.net/vijesti/strani-proizvodaci-dominiraju-bh-trzistem-lijekova
¹⁰ Portal avaz.ba, http://www.avaz.ba/clanak/273303/vlada- bih-duzna-700-miliona-maraka-fondu-solidarnosti?url=clanak/273303/vladabih-duzna-700-miliona-maraka-fondu-solidarnosti
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1.4. Research methodology and structure of Analysis

T

he “Analysis of the State of Integrity in
Medicines Availability Processes in BiH” is a
desk analysis¹¹, based on research and
derivation of publicly available secondary data from
the applicable legislation and regulations and related
secondary legislation relating to health, of icial reports
of the relevant government institutions, the data of
institutions indirectly related to the health sector,
research and analyses of the health sector in Bosnia
and Herzegovina done by international organizations,
civil society organizations and consulting irms,
research and analyses by international organizations,
civil society organizations and consulting irms
pertaining to the health sector and/or related areas in
the neighbouring countries and the world, research of
media reports and pieces of daily news (TV and web
portals) focusing on this issue. All sources used for the
purpose of this Analysis are named in footnotes.
The Analysis is broadened with the information
gathered during the meetings held with numerous
representatives of healthcare institutions and parts of
discussions of numerous stakeholders from the health
sector during the thematic conference “Analysis of the
State of Integrity in the Medicines Availability
Processes in BiH”, held in Sarajevo on 14 June 2017,
within the Healthcare Integrity Initiative of BiH.¹²
In the end, the inal version of the Analysis contains
also comments by the stakeholders of the described
processes, sent in response to the Net Consulting's
request, which are explained in detail under 4.9.
FIRST PART
The irst part of the Analysis provides a brief overview
of the structure and functioning of the health sector in
BiH, including its decentralized organization, and a
separate description of the role of each institution and
other entities closely related to medicinal products
segment of the health sector in BiH. The second item
of Part 1 is a brief presentation of the pharmaceutical

industry, as part of the health sector, including the
basic information on pharmacy in BiH, types of
medicines (innovative, generic), their share in the
market, etc.
SECOND PART
The second part of the Analysis includes issues related
to inancing healthcare in BiH, including illustrations
and comparisons with practices and trends in the
countries of the region, the European Union and the
United States of America. It also explains the best
known healthcare inancing models in the world, the
current inancing models in BiH, the main advantages
and weaknesses of the current inancing model in the
context of the present situation in BiH, the structure of
healthcare inancing in BiH with comparisons with the
countries of the region and the world, percentages of
resource allocations for medicinal products, problems
regarding healthcare inancing in the future, possible
models of healthcare inancing, etc. This part also
gives a brief overview of the strategic development of
healthcare in BiH, its directions and the “European
perspective” as well as challenges and problems.
Patients' rights in BiH are also brie ly discussed.
THIRD PART
The third part of the Analysis consists of a number of
chapters based on diﬀerent phases of the medicines
availability processes, selected on the basis of good
analytical practices (UNDP, USAID, TI, etc.), modi ied to
meet the form and content of the Analysis. The phases
are analysed within the context of conformity of
regulation and procedures with integrity standards
(transparency, harmony between practice and
regulations, risks of con licts of interest, a great
discretionary power and other risks of nonconformity).

¹¹ “Desktop research” method consists of the search for, analysis and structuring of the information obtained from exact relevant sources (of icial
data, databases and reports by relevant public and private institutions). This method is used to separate important and relevant information from
myriad information available on the Internet or in other databases (of line or online). Source: www.intelligence.rs. Since the irst version of the
Analysis was supplemented with extensive discussions from the Thematic Conference “Analysis of the State of Integrity in Medicines Availability
Processes in BiH” and written comments by the numerous stakeholders from the health sector, this study can be considered also as ield research.
¹² Information on the Thematic Conference, available at: http://www.nezavisne.com/novosti/drustvo/Konferencija-Integritet-u-procesimadostupnosti-lijekova-u-BiH-privukla-veliku-paznju/431175
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The phases are as follows:
R&D and clinical trials
1. Registration of medicinal products (the
granting of an authorisation to market a
medicinal product in BiH),

Patent

2. Selection of medicinal products (giving
priority to medicines for public inancing –
medicines lists),

Manufacturing

3. Advertising medicinal products and
prescription,
4. Clinical trials in BiH,

Registration
Cartels

7. Public procurement of medicines and
budgets.

The fourth part of the Analysis contains a
proposal for measures to improve the analysed
processes through elimination of the most
important weaknesses identi ied through
research and this analysis. In view of the
complexity of the medicines availability
processes, the primary purpose of the
recommendations is by no means to impose
“absolute truths”, rather, their purpose is to
shed light on certain processes and to open a
public dialogue about them and to reach the
best possible solutions through a constructive
process.

Con lict of
Interest

Unethical
donations

Counterfeit/
substandard
Selection
Procurement&Import

FOURTH PART

Unlawful
apropriation
royalties

Pricing

5. Prices of medicines,
6. Surveillance of the pharmaceutical
market,

R&D
priorities

Tax evasion

Collusion
Distribution
Falsi ication
safety/
Ef icacy data
State
capture

Inspection
Prescription
Dispensing

Unethical
promotion

Pressure

Thefts

Over invoicing

Pharmacovigilance
Bribery
Promotion

Unethical practices can happen troughout the medicine chain¹³

¹³ The World Health Organisation (WHO), WHO Good Governance for Medicines Programme: an innovative approach to prevent corruption in the
pharmaceutical sector, 2010, an illustration scheme.
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2. HEALTH SECTOR IN BiH

2.1. Structure and organization of health sector in BiH

O

rganization, inancing and provision of
healthcare services in Bosnia and Herzegovina
are the responsibility of the entities, ten
cantons in the BiH Federation and the Brč ko District.
This means that the healthcare system in BiH is
decentralized and consists of 13 “sub-systems”.

The structure, authority and functioning of the BiH
Agency for Medicinal Products and Medical Devices
will be discussed in a separate chapter.

Bosnia and Herzegovina

BOSNIA AND HERZEGOVINA
The Ministry of Civil Aﬀairs of BiH¹⁴ is responsible
for matters within the responsibilities of BiH related
to de ining the basic principles of coordination of
activities, harmonisation of plans developed by the
entity governments and development of a strategy for
international cooperation in the areas of health and
social protection, among others. Under the Rule Book
on Internal Organisation of the BiH Ministry of Civil
Aﬀairs, the Department of Health was formed as an
organisational unit of the Ministry, which consists of
two divisions: the Division for European Integration
and International Cooperation and the Division for
Statistical and Analytical Aﬀairs and Reporting.
On the basis of the Memorandum of Understanding for
the Establishment of a Conference for the Area of
Health in BiH, signed by the Minister of Civil Aﬀairs,
the entity-level Health Ministers and the Head of the
Department of Health of the Brč ko District of BiH, a
Conference for the Area of Health in BiH was formed in
2007 as a standing and the highest advisory and
coordinating body in the area of healthcare in BiH,
whose mandate does not interfere in the
constitutional and legal responsibilities of the relevant
authorities at all levels of decision making. The
Conference members are the Minister of Civil Aﬀairs,
the Health Minister of the BiH Federation, the Minister
of Health and Social Protection of the Republika
Srpska and the Head of the Department of Health and
Other Services of the Brč ko District of BiH. The
Conference for the Area of Health in BiH gives advice,
opinions, guidelines and recommendations, takes
positions and makes proposals to the relevant
authorities for activities and measures relating to the
health system and health in general which will
contribute to improving the quality of healthcare
services provided to citizens. The Conference meets
quarterly and makes decisions by consensus.

BiH Council of Ministers

BiH Ministry of Civil Aﬀairs
(Department of Health)

Agency for Medicinal Products
and Medical Devices of BiH

BIH FEDERATION
The health system in the BiH Federation is
decentralized with most functions and responsibilities
delegated to the cantons (each of the 10 cantons has
its own Health Insurance Fund, responsible for the
overall inancing of healthcare service provision).
However, the Ministry of Health of the BiH Federation
and the Health Insurance and Reinsurance Fund of the
BiH Federation are responsible for optimizing
capacities for the provision of healthcare services. The
Ministry is also responsible for developing a health
policy and drafting bills. The identi ication of health
service needs and functions related to healthcare
service provision (such as the establishment of health
facilities) is the responsibility of the cantons, and the
Health Insurance and Reinsurance Fund of the BiH
Federation, but the coordinating function is at the
level of the Government of the BiH Federation.

¹⁴ Article 15 of the Bosnia and Herzegovina Ministries and Other Administration Bodies Act, as sent on 31 July 2017 to Net Consulting d.o.o. in a
response by the Department of Health of the BiH Ministry of Civil Aﬀairs providing feedback to the draft Analysis of the State of Integrity in
Medicines Availability Processes in BiH.
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Overview of the health sector organisations in the BiH Federation15
BiH Federation
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Cantonal Health
Ministries

Cantonal Health
Insurance Funds

Clinical
centres

Cantonal Public
Health Institute

Cantonal
hospitals

General
hospitals

Federation Health
Ministry
FBiH
Health
Insurance and
Reinsurance
Fund

Public
Health
Institute

Transfusion
Medicine
Institute

The structure of the health sector in the BiH Federation
consists of 11 Ministries of Health (10 cantonal ministries
and 1 ministry at the entity level), 11 health insurance funds
(10 cantonal funds and 1 entity-level Health Insurance and
Reinsurance Fund of the BiH Federation) and 11 Public
Health Institutes (10 cantonal and 1 entity-level¹⁶). The
network of healthcare service providers consists of 280
public and over one thousand¹⁷ (1087, according to the
2016 data available to the Health Insurance and Reinsurance
Fund)¹⁸ privately owned healthcare providers (including
pharmacies).¹⁹

Community
Health Centres

Ambulatory
Care Centres

¹⁵Functional Review of the Health Sector in BiH, Final Report, CARDS Programme of the European Union for Bosnia and Herzegovina
(EuropeAid/116649/C/SV/BA), implemented by Sofreco, in cooperation with Djikic Consulting Services. p 24.
¹⁶ The Public Health Institute of the FBiH is the main research and education institution in the area of public health. Among its responsibilities is
promotion of health and monitoring health of the population.
¹⁷ Portal avaz.ba, http://www.avaz.ba/clanak/266938/godisnje-se-u- bih-otvori-stotinu-privatnih-zdravstvenihustanova?url=clanak/266938/godisnje-se-u- bih-otvori-stotinu-privatnih-zdravstvenih-ustanova
¹⁸ “The Sarajevo Canton signi icantly increased the number of registered private health facilities in 2015, by 54 private organisations or 5.2 %. At
present, there are 420, according to the data of the Institute.” Ibid. (portal avaz.ba).
¹⁹ Functional Review of the Health Sector in BiH, Final Report, CARDS Programme of the European Union for Bosnia and Herzegovina
(EuropeAid/116649/C/SV/BA), implemented by Sofreco, in cooperation with Djikic Consulting Services.
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REPUBLIKA SRPSKA

BRČKO DISTRICT OF BIH

The healthcare system in the Republika Srpska is
centralized with the overall power concentrated
within the Ministry of Health and Social Welfare, the
Public Health Protection Institute and the Health
Insurance Fund.

Within the Government of the Brč ko District of BiH,
the Department of Health and Other Services has the
overall responsibility for the provision and
management of primary healthcare, inpatient hospital
healthcare service and public health activities.
Furthermore, the Department is responsible for the
Centre for Social Welfare, health insurance and sports
and culture. Healthcare services are provided in the
Brč ko District by four healthcare institutions: the
hospital in Brč ko, a healthcare centre in the town of
Brč ko, a healthcare centre in Bijela and a healthcare
centre in Maoč a.²¹

The RS Ministry of Health creates business policies,
develops strategies, plans a network of healthcare
institutions, sanitary and health inspection and
coordinates activities in the RS healthcare sector. The
RS Health Protection Institute is responsible for
research and education in public health, promotion of
health and monitoring health of the population,
collection of data needed for reporting to the World
Health Organization (WHO), etc. The RS Health
Insurance Fund is responsible for collection of health
insurance contributions (this does not include
enforcement of payment) and arrangement of
healthcare services. The healthcare services are
provided through the network of healthcare providers
which consists of 55 community health centres, 9
hospitals, 7 specialised hospitals (including
psychiatric hospitals and institutes) and 1 clinical
centre for tertiary healthcare.²⁰

Brč ko District
Department of
Health and Other
Services
Health Insurance
Fund of Brč ko

²⁰ The data from a response which the RS Health Insurance Fund sent to Net Consulting d.o.o. providing feedback to the draft Analysis of the State
of Integrity in Medicines Availability Processes in BiH.
²¹ Functional Review of the Health Sector in BiH, Final Report, CARDS Programme of the European Union for Bosnia and Herzegovina
(EuropeAid/116649/C/SV/BA), implemented by: Sofreco, in cooperation with Djikic Consulting Services. p 29
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Overview of the health sector organisations in the Republika Srpska

Republika Srpska

Ministry of Health and
Social Protection

Health
Insurance
Fund

Clinical
centres

Public Health
Institute

General
hospitals

Regional Public
Health
Institutes

Community
Health Centres
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Pharmaceutical market in 2015.
Turnover of national manufacturers
BAM 102,758,394.48 (17.21%)

Imports of medicines of foreign manufacturers
BAM 494,339,399.80 KM (82.79%)

Total
BAM 597,097,794.28

2.2. Pharmaceutical sector in BiH

D

etails of the structure, responsibilities and
functions of institutions in the medicines
availability segment will be provided in
separate chapters of this Analysis, through an
explanation of the medicines availability processes.
Still, in view of the importance of the share of
pharmaceutical drugs in the functioning and spending
of the health sector and, primarily, their huge
importance for patients, it is necessary to consider
pharmacy not just as suppliers of the health sector but
also as its inseparable part. For this reason and for the
purpose of getting a better understanding of the
healthcare sector, this chapter begins with the basic
information on the pharmaceutical sector in BiH and
medicinal products.
The pharmaceutical sector means the sector of
manufacturing, sale and development of medicinal
products.²² The top 100 largest pharmaceutical
industry companies in the pharmaceutical sector in
2015 made BAM 651 million in revenue and employed
3,742 people. The pharmaceutical sector accounts for
1.28% of the total revenue of the whole economy of
BiH and for 0.85% of the total number of employees
No.

Manufacturer

(without self-employed individuals). Over the past
three years, 100 leading pharmaceutical industry
companies in BiH created 534 new jobs.²³
The value of the
Registered medicines
Year
domestic
turnover in BiH²⁵
pharmaceutical
2009
467,000,000.00
market is estimated
at over BAM 700
2010
526,000,000.00
million a year. In
511,000,000.00
2011
2015, total revenue
from sales of
2012
551,000,000.00
medicines
2013
526,773,698.35
(authorized for sale
in BiH) was BAM
2014
531,676,242.35
597,097,794.28.
During the same year,
the share of foreign manufacturers of medicinal
products in the overall pharmaceutical market in BiH
was 82.79% or BAM 494,339,399.80, while the share
of domestic manufacturers was 17.21% or BAM
102,758,394.48.²⁴ Spending on medicinal products is
continuously increasing both in BiH and the world.
BAM

%

In 2013, there were over 850
pharmacies, 7 university
schools of pharmacy, 5
pharmaceutical companies,
and 79 pharmaceutical
wholesalers in BiH. 2,200
pharmacists were employed,
and there were 4,100
pharmacy students.²⁶

Financial share of manufacturers
in total approved medicines
turnover (imported medicines of
foreign manufacturers + turnover
of domestic manufacturers) in
2015 in Bosnia and
Herzegovina.²⁷

14

²² A Brief Study: Pharmaceutical Industry in Bosnia and Herzegovina, Dr. Eberhard Sawitzki, Dr. Andreas Schwarz, for GIZ, November 2001.
²³ Valetudo Magazin, Pregled najuspješ nijih kompanija u djelatnosti farmacije u Bosni i Hercegovini, saž etak, http://www.valetudo.ba/temabroja-pregled-farmaceutskog-sektora-u-bih/
²⁴ Izvješ taj o prometu lijekova koji imaju dozvolu za promet u BiH u 2015. godini, str. 6, Agency for Medicinal Products and Medical Devices of BiH
Banja Luka, juni 2016. godine.
²⁵ Izvješ taji o prometu lijekova koji imaju dozvolu za promet u BiH u periodu 2009. - 2015. godini, Agency for Medicinal Products and Medical
Devices of BiH
²⁶ The data from the workshop of the Chamber of Masters of Pharmaceutical Sciences of the Sarajevo Canton, “Pharmacy at Crossroads – Present
and Future Directions”, available at: http://bljesak.info/rubrika/sci-tech/clanak/u-bih-trenutno-ima-850-apoteka-i-5-tvornica-lijekova/67250
²⁷ Izvješ taj o prometu lijekova koji imaju dozvolu za promet u BiH u 2015. godini, Agency for Medicinal Products and Medical Devices of BiH,
Banjaluka, juni 2016.

2.3. Innovative and generic medicines
(The main division of medicines)

A

n innovative or original medicine is most
often the medicine with a new active
pharmaceutical ingredient (in Croatian:
djelatna tvar)²⁸ for which the manufacturer
developed, on the basis of its own experimental data
which include preclinical testing and clinical trials
(which will be discussed in detail in a separate chapter
below), complete documentation with proofs of
ef icacy, quality and safety properties of the medicine,
which the regulatory body uses to assess the quality
and value of the medicine and to grant a marketing
authorization. An innovative drug is usually patentprotected for a period of eight to twenty years,
depending on the country in which the patent holder's
medicine is iled for approval. This means that only the
originator of an innovative drug has an exclusive right
to be granted approval by the regulator to sell the
medicine and continue to manufacture it while the
patent is in eﬀect.
A generic medicine is identical (bioequivalent²⁹) to
its original version; it contains the same active
pharmaceutical ingredient; it is used for the same
indication, in the same way, the same dosing and the
same form as the original brand-name formulation.
However, it can only be manufactured after the brandname drug's patent has expired. It is expected to be
of equal quality and equally harmless as the original
brand-name medicine. Sometimes they are a diﬀerent
shape and colour from the original medicine, but such
diﬀerences have no impact on their performance.
Diﬀerent shapes and colours exist only to make
medicines diﬀerent from each other. Generic medicinal
products are less expensive than the originals because
the drug manufacturer does not have to duplicate
initial basic testing and the original clinical trials as
they use the same active ingredients as their branded
counterparts, which lowers the cost for the generic
manufacturer to bring the drug to market.³⁰

²⁸ Clari ication, N/A, source: http://struna.ihjj.hr/naziv/djelatna-tvar/14354/
²⁹ “Bioequivalence is the study of comparison of an original medicine and a generic medicine. It implies two medicines with the same active
ingredient in the same dosage and a similar bioavailability after administration, so that the same eﬀect, ef icacy and safety of administration of the
medicine can be expected.“ (www.pharmas-group.com)
³⁰ Webpage Pharmas-group.com, http://www.pharmas-group.com/aktualnosti-i-multimedija/najcesca-pitanja/, 1-7.
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3. FINANCING OF THE HEALTH
SECTOR IN BiH
3.1. Health sector ﬁnancing models in BiH

T

he healthcare inancing system is crucial for the
inancing of the health system as a whole. The
question how to secure enough resources for
healthcare is one of the most serious challenges of
health policies of nearly all modern countries of the
world. The years-long economic crisis³¹ and decadeslong slow economic recovery in BiH have a direct
impact on signi icant problems in the health sector
inancing.
There are a number of well-known models of
inancing health insurance³², although, roughly, the
health inancing models are divided into two basic
systems: the Bismarck³³, system, which is based on
compulsory health insurance, based on the principles
of solidarity and mutuality, and the Beveridge³⁴,
system, in which the health sector is inanced directly
from the state budget, from the government taxes paid
by all citizens. The advantages of the Beveridge
model, which was irst introduced in the Great Britain
in 1948, include easier and more ef icient
management, with direct control of costs by the
government, and an economically more equitable
inancing under an ability-to-pay-principle. However,
the amount of health inancing is determined by
politicians, once a year when they craft budget plans
for next year, which is one of the weaknesses of this
model. Taxpayers among citizens believe that general
taxes are not transparent enough as a source of
healthcare funding. This system is under constant
pressure to increase private inancing. The
healthcare systems using this model include the UK,
Sweden, Norway, Finland, Denmark, Ireland, Iceland,
Italy, Greece, Spain and Portugal.
However, most of the countries in Europe use a
combination of elements of both the Bismarck and
Beveridge models.³⁵

Bosnia and Herzegovina's healthcare inancing
system is based on compulsory social and health
insurance, the so-called Bismarck model (although
BiH relies on a number of sources of healthcare
inancing, with a high level of out-of-pocket-payments,
most of healthcare expenses are inanced through
compulsory health insurance). It was created in the
second half of the 19th century in response to
inancial distress of workers facing increasing costs of
healthcare service provision and medication, while
their leaves of absence were not paid. This model is
based on the principle of non-pro itability and
solidarity among all insured persons and their
organizations (health insurance funds in BiH) which
secures them access to healthcare.
The funds are inanced by the social and healthcare
contributions which are compulsory for employers
and employees. The funds play a major role in
managing the funds and covering the costs of
healthcare services. The advantages of the social and
health insurance - based inancing system include a
higher level of transparency of the inancing system
than the tax system, which makes it more acceptable
publicly, better services and their higher quality and a
high level of satisfaction of bene iciaries - provided
that there is a suf icient number of employed
insured people.³⁶ Among its weaknesses is its
exposure to moral hazard, an overuse or unnecessary
use of healthcare services, which may result in
excessive healthcare spending. This model is currently
found in Germany, the Netherlands, Belgium, Austria
and France, among other countries.

³¹ Presentation: “Economic and Financial Model of Financing Health Care in the Sarajevo Canton”, available at:
https://prezi.com/h8btedrrcpml/copy-of-ekonomsko- inansijski-model- inansiranje-zdravstvene-zastite-kantona-sarajevo/
³² Bismarck's model (1882) of compulsory social insurance, Soemaszko's model (1918) of national health system in centrally planned economies,
Beveridge's model (1948) of national health system in market economies, voluntary/private, market-oriented model of insurance (1960s and
1970s, Mandatory Health Savings Accounts (1984, Singapore), source: Jelena J. Santrić , “Dobrovoljno zdravstveno osiguranje u Republici Srbiji –
stanje i inansijska perspektiva” (doctoral thesis), Pravni fakultet Univerziteta u Beogradu, Beograd, 2013.
http://wwwold.med.bg.ac.rs/dloads/nastavni_socijalna/Predavanja/dec08/5god/ZDRAVSTVENI%20SISTEMI.pdf
³³ Biography: https://en.wikipedia.org/wiki/Otto_von_Bismarck
³⁴ Biography: https://en.wikipedia.org/wiki/William_Beveridge
³⁵ O zdravstvu iz ekonomske perspektive, p. 51, grupa autora, Ekonomski institut, Zagreb, 2014
³⁶ Bosnia and Herzegovina is facing the problem of a small number of employed insured persons. For example, in the BiH Federation, employees
account for 41.9% of the total number of insured persons (an average for 2011 and 2012, Health Insurance Fund), pensioners account for 26.2%,
unemployed people account for 21.7%, and those who pay voluntary health insurance contribution account for 0.5%. These data show that the
structure of insured population is inancially unfavourable because only 41.9% of insured persons inance the system through payroll deduction
or contribution is paid by employer, which adds to unsustainability of the current model of the health system funding. (Gender Centre of the BiH
Federation Government, February 2016, http://www.gc bih.gov.ba/pristup-uslugama-zdravstvene-zastite/)
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3.2. Health expenditure in BiH compared to health spending
trends in the world

H

ealth expenditure in most countries of the
world, particularly in economically developed
countries, saw a large increase in the last
decade (2000-2010), re lected in a faster health
expenditure growth than the overall economic growth
(with the exception of Croatia and Iceland, where
health expenditure as a share of GDP was not
growing). Total health expenditure in highly developed
countries increased during the same decade by as
much as one third, from an average of 9.9% of GDP³⁷
in 2000 to 12.4% of GDP in 2010. In absolute values,
health expenditure per capita was increasing even
faster, from an average of US$ 2,600 in 2000 to over
US$ 4,800 in 2010 (an increase of around 84%). The
United States of America (U.S.) saw by far the highest

Public expenditure

Private expenditure

NETHERLANDS
FRANCE
MOLDOVA
GERMANY
SWITZERLAND
DENMARK
BOSNIA AND HERZEGOVINA
PORTUGAL
AUSTRIA
BELGIUM
SERBIA
GREECE
UNITED KINGDOM
SWEDEN
SPAIN
ITALY
NORWAY
SLOVENIA
ISLAND
IRELAND
MONTENEGRO
FINLAND
SLOVAKIA
MALTA
CZECH REPUBLIC
LUXEMBOURG
CROATIA
UKRAINE
POLAND
HUNGARY
MACEDONIA
LITHUANIA
BULGARIA
TURKEY
LATVIA
ALBANIA
ESTONIA
CYPRUS
BELORUSSIA
ROMANIA
RUSSIA

%
14
12
10
8
6
4
2
0

health spending growth to 17.6% of GDP in 2010,
or to US$ 8,200 per capita, with the largest increase in
health spending of 4.2% of GDP since 2000 (this
increase was gradually reduced, through reforms,
to 1.6%³⁸). During the same period, health spending
levels in the West European states ranged on average
between 9% and 12% of GDP, while health spending
increased on average 2% of GDP in the last decade. In
Central and Eastern Europe, the levels of health
spending are much lower, ranging between 6% and
9% of GDP, and were growing more slowly than in
Western Europe (on average 1.1% of GDP since 2000);
in absolute values, it appears even more drastic – on
average, US$ 1,070 per capita in 2010, compared to
US$ 3,920 per capita in Western Europe.³⁹

Health expenditure in European countries in 2010, % of GDP

Note: "New EU Members" are the ten countries which joined the EU
in 2004, plus Bulgaria and Romania. Source: WHO (2010)

³⁷ De inition of GDP: Gross Domestic Product is a macro-economic indicator which shows the value of inal goods and services produced in a
country during a given year, expressed in monetary units. GDP is expressed as the low of production (GDP = C + I + G + X, where C = personal
consumption, I = investments, G = government spending and X = net export) or as low of revenue or expenditure (GDP = w + i + R + Pf + Dp + T,
where w = wages, i = interest, R = rent, Pf = pro it, Dp = depreciation, T = indirect tax). Source:
https://hr.wikipedia.org/wiki/Bruto_doma%C4%87i_proizvod
³⁸ (Council of Economic Advisers, 2014): (I) a long-term trend of increasing the share of patient co-payment in medical treatment costs; (II)
drastically slowed down growth of prescription drug costs; (III) reforms of the national health insurance programme for seniors (Medicare)
oﬀered by private insurance companies, carried out within President Obama's healthcare reform (Aﬀordable Care Act); and (IV) more precise
statistical measuring of the growth of healthcare service quality. (O zdravstvu iz ekonomske perspektive, grupa autora, Ekonomski institut,
Zagreb, 2014).
³⁹ O zdravstvu iz ekonomske perspektive, p. 35, grupa autora, Ekonomski institut, Zagreb, 2014.
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Bosnia and Herzegovina is a kind of phenomenon in
terms of health spending, health spending as a share
of GDP and its growth trend. Although the level of its
development is incomparable to the levels of
development of the EU Member States, and although
the country is not among highly developed countries,
its health spending growth in absolute values is higher
than theirs, both percentage wise and as a share of
GDP, and its growth - which is much larger than an
average growth in Central and Eastern Europe - is top
ranked. Even the share of private health expenditure⁴⁰
places the country on top of the list.

According to the latest available national accounts
statistics of the BiH Agency for Statistics⁴¹, health
expenditure in BiH in 2013 was BAM 2,525 billion,
while GDP was BAM 26,743 billion (9.84%), or BAM
675 per capita. Public spending was BAM 1,784
billion, and private spending was BAM 741,194 billion.
In 2014, healthcare costs grew to minimum BAM
2,698 billion⁴², or by BAM 165 million.

43

GDP PER CAPITA IN BiH
2008 - 2015

2008

2009

2010

2011

2012

2013

2014

2015

Gross Domestic Product
in BiH, million BAM

25,504

24,779

25,346

26,209

26,193

26,743

27,304

28,539

Population, mid-year
estimate, in thousands

3,842

3,843

3,843

3,840

3,836

3,832

3,827

3,827

Gross Domestic Product
per capita, BAM

6,638

6,448

6,595

6,825

6,828

6,979

7,135

7,457

⁴⁰ Private health expenditure has two main forms – direct (out-of-pocket) spending and private health insurance.
⁴¹ Statistics of National Health Accounts, p. 6, Agency for Statistics of BiH, Sarajevo, September 2015.
⁴² The sum of calculations of health assets in the Federation for 2014 and the growth of spending of the RS Health Insurance Fund (2013-2014,
excluding private out-of-pocket health spending in the RS) according to of icial data of the Federation and RS Funds for 2014.
⁴³ Bosna i Hercegovina u brojevima 2016, p. 21, Agency for Statistics of BiH.
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2004) in terms of an increased share of GDP. In 2014,
total health expenditure in the BiH Federation was
BAM 1,708,251,276.

For example, in the BiH Federation, the entity with
the largest health expenditure in BiH, the health
expenditure growth in absolute values was over 110%
between 2003 and 2014 and reached the level of West
European countries (considering the period as from
No.

INDICATORS

2003

2004

2005

2006

2007

2008

2009

2010

2011

2012

2013

2014

85.8%

83.26%

Index
14/13

1

Level of insurance
coverage

82.68%

83.97%

83.65%

83.98%

85.08%

84.55%

85.55%

86.52%

86.47%

86.43%

2

Total health funds
in FBiH

777,802 846,466 922,408 999,606
,049
,957
,881
,260

1,160,4
30,106

1,338,4
69,478

1,409,6
06,655

1,484,0
62,048

1,528,7
15,833

1,565,4
48,014

1,575,2
87,927

1,660,7
25,238

100,6

3

Total realised health
funds per capita

335

364

397

429

498

575

606

635

654

669

674

711

100,7

4

Total realised health
funds per insured person

405

425

477

511

596

685

712

751

764

774

779

822

100,7

5

Total realised funds in
compulsory health
insurance

596,701 621,987 669,697 760,491 880,937
,701
,989
,486
,585
,017

1,047,1
72,836

1,059,3
87,691

1,11986
9,704

1,171,5
01,810

1.195.2
42.487

1,177,1
21,934

1,259,3
27,458

98,5

6

Total realised funds in
private sector

63,624,
190

130,542 136,590 168,599 213,638 223,327 238,601 267,692 300,389 319,462
,038
,555
,222
,904
,991
,214
,151
,217
,106

112,2

7

Total Health expenditure
in FBiH

800,699 870,655 944,409
,301
,052
,190

1,004,4
03,211

1,182,5
82,203

1,449,4
24,978

1,531,2
39,787

1,568,2
38,840

1,617,3
62,654

1,669,6
09,556

1,659,5
85,491

1,708,2
51,276

99,4

8

Total spending in
compulsory health
insurance

558,928 627,055 645,035 739,414 847,351
,016
,876
,782
,830
,499

1,000,1
11,385

1,047,4
62,062

1,095,3
15,098

1,148,5
78,337

1,178,6
89,016

1,181,3
18,940

1,206,1
58,505

100.2

9

Total spending in
private sector

53,501,
173

64,371,
282

94,988,
327

126,552 128,628 160,356 206,277 212,146 234,357 252,855 279,927 300,061
,101
,711
,289
,851
,377
,559
,033
,652
,864

110,7

10

Total health expenditure
as % of GDP

9.68%

8.51%

8.58%

8.04%

8.40%

9.16%

9.92%

9.86%

9.86%

10.09%

10.19%

11

Total health expenditure
per capita

345

374

406

432

508

623

658

671

692

714

710

731

99,4

12

Total health expenditure
per insured person

417

438

488

514

607

742

773

793

809

825

821

846

99,5

80,940,
604

98,967,
849

Calculation of health funds in the Federation of Bosnia and Herzegovina for 2014.⁴⁴

In the Republika Srpska, total health expenditure in
the period 2009-2013 was BAM 831.38 million in
2009, in 2010, BAM 881.95 million, in 2011, BAM
925.26 million, in 2012, 943.64 million, and in 2013,
BAM 950.84 million⁴⁵, which shows a constant

growing trend, like in the BiH Federation. In the
Republika Srpska, GDP in 2013 was BAM 8,761 billion
(in 2014, it was BAM 8,823 billion – a slow growth),
which means that the health expenditure as a share of
GDP was well over 11%.

⁴⁴ Obrač un sredstava u zdravstvu u Federaciji Bosne i Hercegovine za 2014. godinu, p. 35, Zavod zdravstvenog osiguranja i reosiguranja
Federacije Bosne i Hercegovine, Sarajevo, juni 2015. godine.
⁴⁵ Health spending 2009-2013, RS Statistical Institute, 27 February 2015, No. 41/15.
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3.3. Share of medicinal products in total health expenditure

A

ccording to available of icial comparable data
which are fragmentally presented above,
pharmaceutical expenditure as a share of total
health expenditure in BiH was around 21.4% in 2015,
which is considered to be a high percentage compared
to the EU average of 15%.⁴⁶ In the high-income
countries, unlike the middle and low-income
countries, most medicinal products are inanced from
public sources of inancing, that is, from the
government budget. Public spending on medicinal
products in those countries in 2006, for example,
accounted for 61.3% of the total pharmaceutical

expenditure in a country, while in the middle and low
income countries, they accounted for between 23.1%
and 38.8% of the total pharmaceutical expenditure.⁴⁷
This means that the poorer the country, the greater
out-of-pocket payments as a source of inancing. The
share of private spending on pharmaceuticals in
Bosnia and Herzegovina is around 66% and the share
of public spending is 34%, while the share of private
spending on pharmaceuticals in the EU states is
around 41% on average, and the share of public
spending on medicinal products is 59%.⁴⁸ (Graphic
below).

BiH
Share of public expenditure in total expenditure on medicinal products
Share of private expenditure in total expenditure on medicinal products

34%
66%

EU 27
Share of public expenditure in total expenditure on medicinal products
Share of private expenditure in total expenditure on medicinal products

59%
41%

⁴⁶ O zdravstvu iz ekonomske perspektive, p. 227., grupa autora, Zagreb 2014.
⁴⁷ Source: World Health Organisation (WHO), 2011.
⁴⁸ The Third Report of Bosnia and Herzegovina on Implementation of the European Social Charter, for the reference period December 2008 –
December 2011, p. 31, Ministry of Human Rights and Refugees of Bosnia and Herzegovina, November 2012.
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Although pharmaceutical spending in Bosnia and
Herzegovina is high percentage wise, both as a share
of GDP (2.7% compared to 1.7% in the EU Member
States)⁵² and its share in total healthcare spending, in
absolute values, pharmaceutical spending per capita is
low. In BiH, pharmaceutical spending per capita was
BAM 171.5 in 2014. For the sake of comparison, in the
neighbouring Croatia, pharmaceutical spending per
capita was BAM 333.4⁵³, nearly twice as high as in BiH,
and in some EU Member States, pharmaceutical
spending per capita was ive times as high as spending
in BiH: Hungary (BAM 360), Slovakia (BAM 370),
Germany (BAM 530), Austria (BAM 660) and France
(BAM 780).⁵⁴

For the sake of illustration, the neighbouring Republic
of Croatia, just like BiH, has, percentage-wise, a high
share of spending on pharmaceuticals in the total
health expenditure, which amounted to 21.3% during
a ive-year period, 2005-2011.⁴⁹ However, through a
series of reforms, Croatia managed to reduce the share
of pharmaceutical spending in the total health
expenditure percentage wise, but failed to do it in
absolute values as total health expenditure is
constantly rising. Between 2005 and 2012, the share
of pharmaceutical spending in total health
expenditure decreased from 22.7% to 19.6% (Table
below)⁵⁰, but according to available data, it soared
again in 2013. However, the share of pharmaceutical
spending in 2014 went down again to 20.4%,
compared with 26.9% in 2013.⁵¹

Year

2005

2006

2007

2008

2009

2010

2011

2012

Public expenditure on
medicines, mil HRK

3,133

3,388

3,487

3,810

4,103

3,536

3,558

3,870

Medicines in % of total
health expenditure

22.7

23.3

22.7

21.7

21.4

18.8

19.3

19.6

Expenditures and prescriptions for medicines. Source: HZZO.

⁴⁹ O zdravstvu iz Ekonomske perspektive, p. 228., grupa autora, Ekonomski institut, Zagreb, 2014.
⁵⁰ O zdravstvu iz ekonomske perspektive, grupa autora, Ekonomski institut, Zagreb 2014.
⁵¹ Nacionalni program reformi 2015, Republika Hrvatska, p. 2, april 2015.
⁵² The Third Report of Bosnia and Herzegovina on Implementation of the European Social Charter, for the reference period December 2008 –
December 2011, p. 31, Ministry of Human Rights and Refugees of Bosnia and Herzegovina, November 2012.
⁵³ In 2015, Croatia's pharmaceutical expenditure was 5.2 billion kunas, according to the 2015 Pharmaceutical Expenditure Report of the Croatian
Agency for Medicinal Products and Medical Devices (HALMED), while there were 4.2 million citizens in the same year, as estimated by the
National Statistical Institute of Croatia (DZS).
⁵⁴ Data from 2010, pharmaceutical spending per capita, totalling: Hungary (EUR 183), Slovakia (EUR 187), Germany (EUR 268), Austria (EUR
332) or France (EUR 395). Source: Pharmabiz, No. 2, p. 45, Inovativna farmaceutska inicijativa, http://i i.hr/downloads/Pharmabiz-2013-05.pdf
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3.4. Challenges of health spending in BiH – expenditure far
outweighs revenue

T

he biggest problem regarding the constant
increase in heath expenditure in general and in
pharmaceutical expenditure in particular is
that increased expenditure does not match health fund
receipts. Insisting further and continuing to rely
(mainly) on the Bismarck model of inancing is
questionable since a slow increase in the number of
newly employed insured persons (see footnote 31)
does not match an increase in health spending. This is
why, the healthcare sector debt is growing day by day,
while de icit is planned in advance.
For the sake of illustration, according to the Federation
Health Minister, Vjekoslav Mandić , the debt of the
hospitals in the BiH Federation alone exceeds BAM
370 million. As of 31 December 2015, the debt owed
to suppliers by the three large clinical centres
amounted to BAM 167.44 million. As of the end of
December 2015, the Clinical Centre of the Sarajevo
University's debt was BAM 69.1 million; the Tuzla
University Clinical Centre's debt was BAM 46.3
million; and the Mostar University Hospital's debt was
BAM 52.1 million.⁵⁵
The Republika Srpska healthcare sector's debt
amounted to over a billion BAM, according to media
reports on the of icial data of the RS Ministry of Health
and Social Protection. As of 31 December 2015, the
debt stood at BAM 1 billion and 87.4 million. The RS
Health Insurance Fund has the largest outstanding
debt amounting to over half a billion BAM, or more
precisely, to BAM 528.3 million, while the RS
University Clinical Centre's debt amounted to BAM
227.1 million. The nine hospitals' debt totals BAM
188.7 million.⁵⁶
All of our problems stem from the health inancing issue.
While fully appreciating the medical and pharmaceutical
chambers and knowing that we have experts, cash lows
to the Republika Srpska Fund are very poor. Even the
institutions that employ us, large clinical centres, which
employ a large number of people, are not paying
contributions regularly. This is one of the main reasons
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why there is no money in the system. (Nataša Grubiša,
Deputy Director, Health Insurance Fund of the Republika
Srpska)
Another problem is inancing. Our inancing system is as
it is, alternative inancing models should be considered
through local campaigns, diﬀerent insurance categories,
reserve funds, etc. And, lowering costs should be taken
into consideration as well.
(Goran Lončarević, Health Committee, the Republika Srpska
National Assembly)⁵⁷

The Solidarity Fund of the BiH Federation was
established in 2002 to fund the healthcare services
which are in very short supply, for which some
cantons do not have appropriate conditions or priority
and preventive care programmes in the primary
health care sector. Cytostatic drugs, by number of
treated patients and amount of costs, represent the
largest healthcare programme inanced by the
Solidarity Fund, compared with other medicines from
the rest of the programmes. Cytostatic drugs
accounted for 27% of total expenditure in 2015 and
64% of total pharmaceutical spending.⁵⁸
The Federation Government's debt to the Solidarity
Fund has most probably already exceeded BAM 700
million. Auditors mentioned the Federation
Government's huge debt to the Fund in their
“Performance Audit Report: the Primary Health Care
in the BiH Federation” from 2011.⁵⁹
The Solidarity Fund has never grown into what it was
originally envisioned. Under the law governing the
Solidarity Fund payments, the Fund and the Federation
Government split costs 50/50, but the Federation
Government has never complied with the cost-sharing
provisions. The Cantonal Fund pays around BAM 10
million for healthcare services provided to all patients in
the Una-Sana Canton in need of tertiary health care
services, notably radiation therapy, chemotherapy,
kidney dialysis, etc. We also cover patient transportation
costs in the amount of around BAM 6 million. We pay
around BAM 16 million to the Solidarity Fund annually.
(Hazim Kapić, Health Minister, the Una-Sana Canton)⁶⁰

⁵⁵ Portal Avaz.ba, report from the thematic session of the Parliament of FBiH on health in the BiH Federation,
http://www.avaz.ba/clanak/244281/dom-naroda-parlamenta- bih-dug-bolnica-u-federaciji-bih-370-miliona-km?url=clanak/244281/domnaroda-parlamenta- bih-dug-bolnica-u-federaciji-bih-370-miliona-km#sthash.uutQJHWb.dpuf
⁵⁶ Source: portal Vijesti.ba, http://vijesti.ba/clanak/342150/dugovi-fonda-i-zdravstvenih-ustanova-veci-od-milijardu-km
⁵⁷ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
⁵⁸ Report on Implementation of the Financial Plan of the Health Insurance and Reinsurance Fund of the BiH Federation for 2015 (consolidated), p.
20, Sarajevo, February 2016.
⁵⁹ Performance Audit of Primary Healthcare in FBiH, Audit Of ice of FBiH, 2011, Sarajevo, p. 55
⁶⁰ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.

GENERAL CONCLUSION I
The general conclusion regarding the inancing of the health sector in BiH is that, on the one
hand, the debts of the health sector in BiH are caused by insuf icient transfers of the money
collected from the health insurance contributions which are compulsory for employers and
employees to the Health Funds (the crisis of Bismarck's model) by reason of a small number of
employed insured persons and the slow growth in employment, huge debts caused by unpaid
contributions to be paid by employers, public companies in particular⁶¹, in view of the total
number of companies in BiH and their turnover. On the other hand, the governments account for
a large portion of the overall debt, which calls into question the reliability of transition of the
health sector to the inancing of bene its by the budget (Beveridge's model). Thirdly, BiH does
not leave any percentage of excise revenues from taxing tobacco and alcohol (major risk factors
to health) for allocation to healthcare, unlike the practice in the world and particularly in some
countries of this region. For example, Croatia allocates 32% of the total revenue collected from
tobacco excise tax.⁶²

Although under the law, the BiH Federation
Government is obliged to secure and pay the amount
from the government budget equal to the total amount
of cash generated from compulsory contributions
(10.2% of the total revenue collected from compulsory
health insurance contributions paid through payroll
deduction) to the Federation Solidarity Fund's
account, according to available data analysed by the
Centre of Civil Initiatives (CCI) in the “Ef iciency and
Transparency of the Solidarity Fund of the BiH
Federation”, the applicable law was not complied with
in any iscal year between 2002 and 2013. The graph
below clearly shows that as of the end of 2013, the
Federation Government's debt to the Solidarity Fund
amounted to BAM 611.1 million.

Milions

Needless to say, regular transfers of the funds would
secure timely treatment of the most serious patients in

Year

Amount which should have
been paid from FBiH budget
to Solidarity Fund (BAM)

Amount paid from FBiH
budget to Solidarity
Fund (BAM)

2005

51,927,973

17,250,000

2006

61,014,759

17,000,000

2007

71,147,196

18,300,000

2008

86,553,965

14,837,068

2009

86,388,350

28,560,933

Planned and disbursed funds to Solidarity Fund in 20052009. Source: Health Insurance and Reinsurance Fund of
FBiH

the BiH Federation and would prevent losses which
have marked the Fund's business operations over the
past 7 years.

100
90
80
70
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0

2002
2003
2004
2005
2006
2007
2008
2009
2010
2011
2012
2013
Budget
8,952,001 6,350,000 10,793,136 17,250,000 17,000,000 18,300,000 14,837,068 28,560,933 28,500,000 26,000,004 21,458,333 13,125,000
Contributions 19,346,403 40,001,532 43,793,510 55,030,590 62,142,445 72,100,944 88,614,122 87,161,465 87,614,122 95,714,702 98,444,425 99,284,836

Structure of FBiH Government's liabilities to FBiH Solidarity Fund⁶³

Budget

Contributions

⁶¹ Source: Tax Authority of the BiH Federation: http://www.akta.ba/bs/Vijest/vijesti/drzavne- irme-i-ustanove-duzne-111-milijardi-kmporeza/63974
⁶² Kovač , Nevenka, Finansiranje zdravstva – situacija u Hrvatskoj, Ekonomski vijesnik, br. 2/2013. p. 551-563, “Funds to cover healthcare costs
collected by the Croatian Health Insurance Fund are generated through tax revenues (item 1 in the national budget) as follows: VAT revenue,
revenue from excise tax on tobacco products (32%) ...“
⁶³ Ef icacy and Transparency of the Solidarity Fund of FBiH, summary of Analysis, p. 6, Centre for Civil Initiatives, February 2015.
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What we refuse to talk about openly when it comes to VAT
on medicines is that the countries in this region use a
diﬀerential VAT rate for medicines. Regarding cytostatic
drugs, one initiative launched at this meeting – or which
will be launched at any other meeting in the future – is
that the BiH Council of Ministers discuss it more and
eventually introduce a diﬀerential VAT rate for cytostatic
drugs and so-called 'expensive drugs' – the name which I
personally don't like – which are for some people
essential, for others they are not. (Nataša Grubiša, Deputy
Director, Health Insurance Fund of the Republika Srpska)

The irst conclusion concerns sources of funding. The
proposal of the KAP association is to impose VAT on
betting shops, they are the only segment of the society
that does not pay VAT, and nobody knows why. A
percentage of VAT revenues is left for allocation to
healthcare. There are 3,200 betting shops in BiH, with
pro it, not an annual turnover, of around BAM 500
million. (Merima Spahić, KAP Association)⁶⁴

We don't get a single convertible mark from VAT revenues,
although that money could be used for treatment of
patients on waiting lists. (Nedžad Redžep, Deputy Director,
Health Insurance and Reinsurance Fund, the BiH Federation)
The association was repeatedly making proposals for
ensuring expensive drugs for patients. One proposal was
to abolish VAT on drugs, the other was to allocate a
certain percentage of excise revenues from taxing tobacco
and tobacco products to healthcare (since they are
considered to be a cause of cancer). I was engaged in
person, and we concluded that it would be enough to
leave 6.2% of excise revenues from taxing tobacco and
tobacco products on an annual basis to satisfy the needs
of oncology patients. (Azra Ikalović, President, Association of
Breast Cancer Patients in BiH)
A number of associations of breast cancer patients and
other cancer patients and multiple myeloma patients
sought assistance from us. They sought, among other
things, VAT zero-rating for drugs, a VAT refund, allocation
of revenue from tobacco excise tax to medicines, urgent
procurement of drugs for oncology patients, etc. We
promptly took action in response to their demands and
sent reports. We shared their demands with the relevant
authorities and even supported their initiatives in our
correspondence with the authorities. The Indirect
Taxation Authority responded that it arose from the
demands of the patient associations that there was no
basis for changing the VAT Act to exempt the drugs from
VAT. The BiH Indirect Taxation Authority's position is that
exemption of over-the-counter drugs from VAT, as some
initiatives suggest, would be in contravention of the
(mentioned) provisions of the EU Directive. Also the BiH
Indirect Taxation Authority's position is that in a
situation of stable revenues, their reallocation should be
insisted on and all activities should be carried out in this
direction. (Ranko Tošić, Health Insurance and Reinsurance
Fund, BiH Federation, LL.M. and certi ied public procurement
trainer)

⁶⁴ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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3.5. Reasons for an increase in health spending in BiH

T

spending in BiH and the world and then we shall try to
identify the key reasons for increasing healthcare
spending in BiH.

he reasons for an increase in health spending in
BiH are certainly numerous. We shall explain
some of the main causes of increasing health

3.5.1. Development of technology and investments

T

The declining trend of investments continued after
2011. For example, in the Republika Srpska, total
investment expenditure as the component of total
health expenditure dropped signi icantly during a
four-year period, between 2010 and 2013, around
60%, from BAM 73.94 million in 2010 to BAM 31.06
million in 2013. There was no major increase in the
next period and, according to media reports,⁶⁶

he development of technology in healthcare did
not bypass our country, although it cannot be
seen as the key reason for an increase in
spending since the development of technology in
healthcare in BiH has not seen radical progress.
Also, investments in healthcare have declined
noticeably. In the period 2009-2011, investments in

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%
0%

7.1

4.8

5.1

6.8

8.4

7.1

92.9

95.2

94.9

93.2

91.6

92.9

Structure of total health
expenditure, FBiH and RS,
2011. Source: Project: RJZ II
Tables of National Health
Accounts for FBiH and RS⁶⁷

Investments
Current accounts

FBiH
2009

FBiH
2010

FBiH
2011

healthcare in BiH dropped from BAM 168 million to
152 million or nearly 13%. In the structure of total
health expenditure, investments dropped from 6.9%
in 2009 to 5.9% in 2011.⁶⁵

RS
2009

RS
2010

RS
2011

investments in healthcare in the RS stood at BAM
43.31 million in 2015.

⁶⁵ National Health Accounts of BiH, p. 9, Report for the period 2009-2011, EU-funded project (EuropeAid/128400/C/SER/BA, Public Health
Reform II, 2012).
⁶⁶ Portal akta.ba, http://www.akta.ba/bs/Vijest/investicije/u-zdravstvo-ulozena-43-miliona-spremno-jos-86/61964
⁶⁷ National Health Accounts of BiH, p. 40, Report for the period 2009-2011, EU-funded project (EuropeAid/128400/C/SER/BA, Public Health
Reform II, 2012).
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3.5.2. Healthcare services

A

n increase in the number of healthcare
services is one of the reasons for an increase
in healthcare expenditure which characterizes
health systems in the countries with developed
economies. The key indicators for measuring
healthcare services availability to the population are
the total number of hospital beds, the size of
healthcare staﬀ (head count) and the total number of
healthcare facilities (primary healthcare facilities in
particular) per capita. Although we are no longer
among younger nations (in 2013, the average age was
39.5 years), which is discussed below, according to
available data, there is no overuse of healthcare
services. For example, an average number of primary
health care visits per person in the BiH Federation is
5.3 (in 2015), including visits to primary care
physicians and other medical staﬀ, with diﬀerences
among the cantons.

Number of visits per doctor in
FBiH, annually
7,200
7,000
6,800
6,600
6,400
6,200
6,000
5,800
5,600

6,677

6,804

6,431
6,094

2007 2008 2009 2010 2011

Use of hospital resources: Lenght
of hospital days in FBiH
9.2

Compared with the countries of the European region,
inpatient healthcare indicators are also at lower levels.
The number of hospital beds in the BiH Federation 355/100,000 (355 per 100,000 persons) - is 50%
lower than the European average. An average
inpatient hospital bed occupancy rate in the BiH
Federation of 68.7% is relatively low, and is 2.4%
lower than the average rates in the new EU Member
States (which joined the EU in 2004 or 2007). An
average number of hospital admissions per 100
persons in the BiH Federation is 9.6 and is equal to
one half of the average of the countries of the
European region.68
It was dif icult to ind precise statistics (summarized)
on an increase in the number of healthcare services in
BiH over the past period due to insuf icient
transparency and public availability of data, but some
indicators show that there has been no major
increase in the number of services. For example, in
the BiH Federation, the number of patient visits to
doctors in the BiH Federation increased only 0.7%,
while the average length of an inpatient hospital stay
and the number of hospital beds dropped.⁶⁹

7,063

9.0
8.7
8.4
8.1

2007 2008 2009 2010 2011

Number of visits in FBiH in 2011
per 1,000 citizens
2011
2010
2008
2006
2004
2002
2000
1998

3.7
3.6
3.4
3.5
3.6
3.5
3.6
4.0

⁶⁸ Gender Centre of the BiH Federation Government, 17 February 2016, available at: http://www.gc bih.gov.ba/pristup-uslugama-zdravstvenezastite/
⁶⁹ Kontinuirana profesionalna edukacija iz zdravstvenog menadž menta, Zdravstveni sistem u FBiH, p. 22, Zavod za javno zdravstvo FBiH i
Ekonomski fakultet Univerzieta u Sarajevu, Sarajevo, September 2012.
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number of PHC visits among the cantons. For example,
the number of PHC visits in the Una-Sana Canton in
2014 was 2.8 and in the Sarajevo Canton 5.5.

Between 2010 and 2014, there was no signi icant
increase in the number of primary healthcare visits in
the BiH Federation: the PHC visits increased from 4.3
to 4.6, while there was a signi icant diﬀerence in the

2010

Canton 10

2014

Sarajevo Canton
West-Herzegovina
Herzegovina-Neretva
Central Bosnia
Bosnia Podrinje
Zenica-Doboj
Tuzla

Average number
of visits in PHC
per resident in
FBiH in 2010 and
2014⁷⁰

Posavina
Una-Sana
FBiH
0.0

0.5

1.0

1.5

2.0

2.5

Regarding the quality of healthcare services, it is outside
of the responsibility of the Fund. It's an issue for
healthcare facilities. The quality of healthcare services
they provide should be analysed. They are responsible for
the quality of services, we only pay for the services they
provide. We've been advocating for many years the
establishment of a medical treatment success monitoring
system in clinical centres. It is up to healthcare facilities,
they should introduce such a system to monitor eﬀects,
for example, how long a cytostatic drug expended the
length of a patient's life or what is the cure rate. Although
we insist on it, we don't get the data. (Nedžad Redžep,
Deputy Director, Health Insurance and Reinsurance Fund of
the BiH Federation)

3.0

3.5

4.0

4.5

5.0

5.5

6.0

Monitoring of quality of healthcare services is mandatory
for all healthcare providers, and we began to monitor
quality in the Sarajevo Canton. We are doing a great job.
(Smiljana Viteškić, Vice President, Medical Chamber, BiH
Federation)
It is the patients who should have a say in the assessment
of quality of healthcare services. (Azra Ikalović, President,
Association of Breast Cancer Patients in BiH)⁷¹

⁷⁰ Zdravstveno stanje stanovniš tva i zdravstvena zaš tita u Federaciji BiH 2014, p. 85, Zavod za javno zdravstvo FBiH, Sarajevo, July 2015.
⁷¹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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The level of spending on medicines used in the
treatment of malignant conditions, for example,
(which is as high as up to BAM 30,000 per patient in
the BiH Federation) is largely aﬀected by the absence
of the programme for early detection of malignant
diseases. Diagnosing a malignant disease in later
stages requires a therapeutically more complex, longer
and more expensive therapy which most often
requires a combination of these medicines. This is
why, it is necessary to implement promotional and
preventive programmes and early detection
programmes, which is the only eﬀective way to reduce
total expenditure on treatment of malignant
diseases.⁷²
CONTRACTING EXTERNAL HEALTHCARE
SERVICES
There is a positive trend in the RS Health Insurance Fund
which is contracting healthcare services provided outside
the Republika Srpska. Such contracts have been signed for
outlying municipalities which gravitate towards large
urban centres, like Zvornik, which gravitates towards
Tuzla, where a contract has been signed with the
University Clinical Centre for Heart Diseases in Tuzla. We
have signed another contract with Podgorica, because
people in Herzegovina gravitate towards Montenegro. We
have signed contracts with the Clinical Centre in Mostar
and the Clinical Centre in Sarajevo. We do our best to
make sure patients receive the best services possible. I
think that we need to get out of the box, and such
contracts make it possible. (Nataša Grubiša, Deputy
Director, Health Insurance Fund of the Republika Srpska)
We have to be prepared to secure treatment to our
patients, with our own money, where they can receive the
best services. Zagreb is not too far, Banja Luka is not too
far either. Soon we shall have to turn to alternative
treatment, that is, to alternative medical facilities where
our patients will receive high quality services. (Hazim
Kapić, Minister of Health, the Una-Sana Canton)⁷³

⁷² Report on Implementation of the Financial Plan of the Health Insurance and Reinsurance Fund of the BiH Federation for 2015 (consolidated), p.
20 and 35, Sarajevo, February 2016. “An enormously high spending per patient arises from the data on consumption of certain cytostatic drugs
with special regime and the number of treated patients, which was BAM 29,580 in 2015”.
⁷³ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017
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3.5.3. Total healthcare workforce

A

n increase in the healthcare workforce could
be one of the major causes of an increase in
healthcare expenditure, judging by available
indicators.
According to the data of the Health Insurance Fund of
the BiH Federation for 2014, health sector expenditure
stood at BAM 1.7 billion (around 100 million above
revenue), of which the largest portion of money was
spent on salaries and allowances paid to 27,206
employees of the health sector - BAM 709 million.
Nearly half as much money was spent on medicinal
products – BAM 444 million – and BAM 57 million on
capital investments. In December 2016, the media
reported on the size of the healthcare workforce in the
BiH Federation – 31,244 workers⁷⁴, which is a
signi icant diﬀerence from the size of workforce
reported in 2014 (more than 4,000 workers).
In view of a small number of physicians per capita in
BiH (half as many as the European average,
160/10,000:362/10,000), the number of other
medical staﬀ, non-medical staﬀ in particular, could be
an issue. The share of non-medical staﬀ in the
healthcare system of the Federation of Bosnia and
Herzegovina (FBiH) is around 30 percent. According
to the data of the Health Insurance and Reinsurance
Fund of the BiH Federation, in 2016, non-medical staﬀ
accounted for 26% of the total health service staﬀ. One
year earlier, in 2015, medical staﬀ accounted for
71.4% of the total health service staﬀ and the rest
were administrative employees, allied healthcare
professionals and staﬀ with lower levels of
quali ication. The European Union recommends that
the share of non-medical staﬀ should not exceed
10%. The Health Ministry of the Federation says that
over the last several years they have worked towards
reducing the size of non-medical staﬀ and that
between 2010 and 2014 the number of health service
workers went up by nearly 6%, while the number
of allied healthcare professionals increased nearly
17% while the number of administrative and
technical workers decreased by 3%.⁷⁵

The Republika Srpska health sector employs around
13,700 people⁷⁶, according to a statement by Slobodan
Stanić , a member of the Health Care Committee of the
Serb Democratic Party (SDS), during a press
conference held on 6 July 2015. According to the data
shared with the press, the number of healthcare
workers in the RS increased by 191 workers in 2014,
of whom 28 were physicians. It is illustrative for the
purpose of this analysis that during the same year,
4,100 workers were non-medical staﬀ, who accounted
for nearly 30% of the total number of healthcare
workers in the Republika Srpska.⁷⁷
It is also interesting that during a ive-year period,
between 2009 and 2013, total expenditure on health
in the RS increased from around BAM 831 million to
950 million, or by 119.5 million or around 14%, while
the costs of “Healthcare System Management and
Administration and Financing”, i.e. the administration
part of costs in healthcare spending, increased from
BAM 24.33 million to 43.89 million or by BAM 19.5
million, or more than 80%.⁷⁸ For the sake of
comparison, the costs of healthcare system
management and administration in the BiH Federation
were BAM 39.01 million in 2014, which is less in total
than in the RS, regardless of the management of nearly
twice as much money and twice as large workforce.

⁷⁴ Portal avaz.ba, 12. december 2016., http://www.avaz.ba/clanak/266938/godisnje-se-u- bih-otvori-stotinu-privatnih-zdravstvenihustanova?url=clanak/266938/godisnje-se-u- bih-otvori-stotinu-privatnih-zdravstvenih-ustanova#sthash.XDOrw8xv.dpuf
⁷⁵ Portal radiosarajevo.ba, 24 January 2017, available at: http://www.radiosarajevo.ba/vijesti/bosna-i-hercegovina/vise-stotina-ljekaranapustilo-bih-trecina-zaposlenih-u-zdravstvu-nisu-doktori/251691
⁷⁶ The number of the RS health sector employees (13,700) and the number of the FBiH health sector employees (between 27,000 and 32,000)
totals roughly between 41,000 and 45,000. Centre for Investigative Journalist (CIN) gives in its investigative report “Healthcare System – An
Orchestra Without a Conductor” from December 2004 the number of 36,500 medical and non-medical workers in Bosnia and Herzegovina
(https://www.cin.ba/bh-zdravstveni-sistem-orkestar-bez-dirigenta/ )
⁷⁷ http://www.rtvbn.com/350224/Dug-zdravstva-Srpske-cak-milijardu-KM
⁷⁸ Source: Republika Srpska Statistical Institute, Health Spending: Потрошња у здравству 2009-2013, 27 February 2015. No. 41/15.
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3.5.4. Population ageing

P

opulation ageing could be not only one of the
key causes of an increase in healthcare
expenditure in BiH until now but also a clear
indicator and an alarm warning that healthcare
expenditure in BiH will be inevitably growing also in
the future. Healthcare expenses among the elderly, as a
rule, are much higher than those among young people,
while the distribution of healthcare spending by age is
largely asymmetric. In the U.S. people aged above 65
account for around 36% of total healthcare spending,
although they account for just 12% of the total
population. In Croatia, for example, as from 2008,
pensioners and their families account for 45% of total
healthcare expenditure of the HZZO (Croatian Health
Insurance Fund) (HZZO, 2009), although people older
than 65 accounted for only 16% of the total
population in the covered period.⁷⁹ Another
illustrative piece of information from Croatia: an
annual expense on medicines per one patient aged
between 7 and 35 in 2004 was 130 Croatian kunas,
and 1,141 Croatian kunas per patient aged above 65.⁸⁰
Among objective problems which are outside our
in luence are the number of sick patients and the number
of services. For example, I carried out an analysis for my
area where close to 70% of the entire population have at

In lows of foreign population by nationality (Thousands) GERMANY⁸⁴

least one medical examination a year, which is a very
high percentage. In the structure of diseases, diabetes is
on the rise. I am not going to talk about statistics,
although they are quite dif icult. Cancer, likewise. The
Health Fund has the accurate and measurable data, there
are statistical data. An increase in the number of patients
is huge. And hence an increase in spending. All these
things are virtually outside of our in luence and they
increase our spending, while revenue does not match an
increase in spending or a change in the structure of
patients. (Goran Lončarević, Health Committee, the Republika
Srpska National Assembly)⁸¹

An average age of population in Bosnia and
Herzegovina has signi icantly increased over the
last 35 years. According to the data of the BiH Agency
for Statistics⁸², an average age of population in 1981
was 29.6 years, which placed BiH among the
countries with young population. Only 10 years later,
according to the results of the 1991 census, an average
age was 33 years. According to the latest, 2013 census,
an average age is 39.5 years, while the people aged
above 65 account for 14% of the total population.
Regarding the growing migration trend – people are
leaving the country in search for jobs – needless to say,
the young, working-age people are leaving the country,
which, coupled with a negative natural population
growth, has certainly changed
the age structure of the
population for the worse since
the 2013 census.
According to OECD
(International Migration
Outlook, 2016)⁸³ between 2004
and 2014, over 204,000 citizens
of BiH moved to Germany,
Austria and Slovenia (104,500 to
Germany, 43,000 to Austria and
58,400 to Slovenia), of whom
30,800 in 2014 alone. There is
no precise data for 2015 and
2016, although according to the
data provided by some civil

⁷⁹ O zdravstvu iz ekonomske perspektive, p.42 (Source: Hsiao 2000), grupa autora, Zagreb, 2014.
⁸⁰ Croatian Parliament's Report No. 428, p. 20, debate on the Heath Insurance Act Amendment Bill, Zagreb, 28 December 2005.
⁸¹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
⁸² Agency for Statistics of BiH, Demography 2011, available at: http://www.bhas.ba/tematskibilteni/demogra ija%20konacna%20bh.pdf
⁸³ OECD, International Migration Outlook, 2016. http://www.oecd.org/els/mig/international-migration-outlook-2016-statistical-annex.pdf
⁸⁴ OECD, International Migration Outlook, 2016, p. 326, available at: http://www.oecd.org/els/mig/international-migration-outlook-2016statistical-annex.pdf
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GENERAL CONCLUSION II
The general conclusion is that there are a number of reasons for an increase in health spending
in Bosnia and Herzegovina, with various levels of impact. Technological development and
investments in the health sector, which are among important health expenditure factors in
developed countries, cannot be considered as in luential factors of health spending in Bosnia
and Herzegovina. On the contrary, investment is in slight decline. An increase in the number of
healthcare services aﬀected an increase in health spending, though not signi icantly, since the
increase was not enormous. Moreover, BiH is far below the average of the EU Member States by
the number of health services. An increase in the number of healthcare workers in BiH could
have a stronger impact on health spending. The problem regarding the health service workforce
does not concern only an increase in the total number of employees but also a high percentage of
non-medical staﬀ and medical administration and inancing, nearly 30%, which is much higher
than an EU average (10%). The population ageing trend – in view of an increase in healthcare
spending necessitated by the elderly population – along with unfavourable health conditions of
the population and a signi icant presence of risk factors to health (poverty, inadequate
nutrition, pollutions) - indicate that there will be an increase in the number of healthcare
services, new employment of medical staﬀ and an increase in pharmaceutical spending also in
the future and that savings will be made through optimizing and rationalizing unnecessary
spending, particularly through cuts in the number of non-medical staﬀ, if as optimal healthcare
as possible is to be achieved.

society organizations (Union for
Sustainable Returns,⁸⁵ for example), the
number of migrants from BiH continues to
increase.
Indeed, if we compare Bosnia and
Herzegovina to some of the developed
countries in Europe, BiH has a better
average age than, for example, Germany
(46). However, Germany has an extremely
high immigration rate (apart from the U.S.
Germany has the highest number of
immigrants on an annual basis, over 1.3
million a year), while BiH has a galloping
trend of brain drain which, as shown
above, doubled from 2010 to 2014.
A negative natural growth of
population is also worrying. The last
positive natural growth of population,
though insigni icant (150), was recorded
in 2008, when the number of deaths was
34,026 and the number of live births
34,176. According to the latest available
data for 2015, there is a signi icant increase
in deaths: the number of deaths in 2015
increased to 38,150, and the number of live
births drastically declined to 29,770, which
is a negative diﬀerence of 8,380 persons.

Live births

Dead

Year

Natural
growth

Total

Men

Total

Men

2006

34,033

17,547

33,221

17,308

812

2007

33,835

17,534

35,044

18,154

-1,209

2008

34,176

17,585

34,026

17,687

150

2009

34,550

18,001

34,904

17,884

-354

2010

33,528

17,277

35,118

17,900

-1,590

2011

31,811

16,531

35,028

17,965

-3,217

2012

32,547

16,790

35,817

18,436

-3,270

2013

30,684

15,835

35,662

18,217

-4,978

2014

30,268

15,597

35,980

18,360

-5,712

2015

29,770

15,308

38,150

19,219

-8,380

Natural growth of population in Bosnia
and Herzegovina 2006-2015⁸⁶

⁸⁵ Iseljavanje mladih iz BiH “trbuhom za kruhom” sve masovnije, Unija za održ ivi povratak, available at: http://www.uzopibih.com.ba/2016-0707.html
⁸⁶ Bosna i Hercegovina u brojevima 2016, p. 8, Agency for Statistics of BiH.

31

3.6. Strategic development of health sector in BiH

T

here are numerous strategy papers focusing on
the development of health sector in BiH⁸⁷
which were developed over the last 20 years, as
well as very precise plans to implement them
(activities, resources, responsible institutions, time
frames for their implementation, expected results).
Among the goals of the Strategic Plan to Reform the
Health System in the BiH Federation for the period
2008-2018, is, for example, to improve the
pharmaceutical sector in order to ensure optimal
accessibility to safe, quality and cost-eﬀective
medicinal products.⁸⁸ However, there are no publicly
available data on monitoring and evaluation of the
implementation of the strategy papers or reports
on monitoring of the implementation of action plans
to implement the strategies and the level of their
implementation or the practice of their updating. This
is why, it is not possible to make a precise evaluation
of the results of the policies of the relevant
government institutions in the health sector and it is
largely impossible to use the previous experiences in
making new strategies. Even the existing strategies
emphasize the lack of the monitoring, evaluation and
reporting system, suggesting that “it will be necessary
in the next period, in accordance with the
commitments of the reform, to allocate more funds to

primary health care, and to develop a uniform
monitoring, evaluation and reporting system.”⁸⁹
According to public statements by some stakeholders
who were involved in the creation and approval of
those strategies and plans, no major progress has been
made in their implementation.⁹⁰ Besides, performance
audits have been carried out, though rarely, for
example, the performance audit carried out by the
Auditor's Of ice of the BiH Federation in relation to the
“Primary Healthcare Management in the BiH
Federation” which indeed assessed the performance of
primary healthcare in the Federation, although not in
relation to the Strategic Plan to Reform the Health
System in the BiH Federation. Other important
assessments and analyses of impacts of implemented
programmes and measures or the level of
implementation of strategic papers are not publicly
available.
We have not had a health policy for long, instead, we have
political healthcare. Everything done and agreed on has a
political undertone. I am in favour of an audit of the
entire health system. The problem is the lack of political
support. (Hazim Kapić, Health Minister, the Una-Sana
Canton)⁹¹

3.6.1. European path of BiH in the context of improving health sector

T

he European path of Bosnia and Herzegovina –
in the context of the ful ilment of the country's
obligations on that path – should strongly aﬀect
the improvement of the health sector as a whole and
medicines availability in particular. The important role
in improving the legislation relating to medicines in

BiH is played by the BiH Directorate for European
Integration which, among other things, participates in
activities and develop laws and other regulations and
guidelines related to activities which Bosnia and
Herzegovina has to carry out within the European
integration process.⁹²

⁸⁷ Strategic Plan for the Health System Reform in the BiH Federation 2008-2018, Strategic Plan of the Public Health Institute of the BiH Federation
2014-2019, numerous strategies for the development of health in the RS from 1996 to 2010 (Policy and Strategy Programme for Health in the
Republika Srpska until 2010, Strategy for the Development of Healthcare in the Republika Srpska until 2000 (RS National Assembly 1996);
Strategic Plan for the Reform and Reconstruction of the Health System 1997-2000 (RS Government, 1997)
⁸⁸ Strategic Plan for the Health System Reform in the BiH Federation 2008-2018, Objective 9.
⁸⁹ Strategic Plan for the Health System Reform in the BiH Federation 2008-2018, p. 19.
⁹⁰ Statement by dr Bakir Nakaš , portal Fokus.ba: https://www.fokus.ba/vijesti/bih/dr-bakir-nakas-o-bh-zdravstvu-politika-nametala-rjesenja-ikocila-struku/642011/
⁹¹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
⁹² Directorate for European Integration of BiH, http://www.dei.gov.ba/dei/direkcija/nadleznosti/default.aspx?id=15672&langTag=bs-BA
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The European Commission's questionnaire for
Bosnia and Herzegovina⁹³ contains dozens of
questions relating to health and health system in BiH
with numerous speci ic questions about medicines
and their availability processes.⁹⁴ The European
Commission's questions are related also to the
regulatory framework, prices of medicinal products,
reimbursement arrangements for medicinal products,
assessment of relative ef icacy of a medicine, national
medicines information programmes, innovative drugs,
clinical trials, content of a prescription, a system of
approving a new medicinal product for marketing, a
list of approved drugs in the country and many more
questions.
The problem is that the Medicinal Products and Medical
Devices Act of BiH, under which the Agency was
established, dates back to 2008, which is a big problem
for us because the pharmaceutical area in the EU that we
all aspire to is the best regulated area of the EU law. With
the 2008 law still in place and the current capacities, we
can hardly catch up with that regulation, although we are
making maximum eﬀorts. (Jelena Aničić, Technical Adviser
for Quality Assurance, the BiH Agency for Medicinal Products
and Medical Devices)⁹⁵

Also the Reform Agenda for BiH 2015-2018⁹⁶ deals
with the health sector, although primarily with its
inancing, i.e. healthcare revenue. The questions
from the EC questionnaire are comprehensive also
with respect to medicinal products, which is more
important in terms of improvements and healthcare
expenditure. The BiH responses to the questions will
provide a clearer picture and make a contribution to
analysing healthcare in BiH, while the provision and
implementation of the missing “responses” will be the
steps taken within the reform process towards
improving healthcare. The Reform Agenda envisages
the introduction of a treasury system, reduction of
compulsory health insurance contribution rates
and an increase in excise tax on tobacco and

alcohol as a new source of funding of health insurance
funds in BiH and a solution for an outstanding debt
owed by all healthcare entities in the system and a
more precise regulation of the network of healthcare
institutions.⁹⁷ The key parts of the Reform Agenda
have not been implemented yet.
The World Health Organization plays a role in
improving health policies in BiH. The World Health
Organization (WHO) was established in 1948 and is
the leading agency for health within the United
Nations system. It is responsible for providing
leadership on global health matters, shaping the
health research agenda, setting norms and standards,
articulating and presenting evidence-based policy
options, providing technical support to countries and
monitoring and assessing health trends. The World
Health Organization Country Of ice was established in
Bosnia and Herzegovina in 1992. The priorities for the
Of ice are set out in the Biannual Collaborative
Agreement (BCA) between WHO/Europe and BiH. The
BCA for 2016-2017 focuses on the following areas of
activity: the analysis of the health situation, further
implementation of the Health 2020 vision in Bosnia
and Herzegovina through policy priorities for
cooperation, strengthening of the capacities of the
health system and public health.
The Biannual Collaborative Agreement (BCA) directs
implementation of activities around three major
dimensions of work:
Health service provision ( ield technical
interventions),
ź Health system infrastructure development
( inancing and resource generation), and
ź Health policies.⁹⁸
ź

⁹³ Questionnaire – the information which the European Commission requests from the Council of Ministers of Bosnia and Herzegovina for the
purpose of preparing an Opinion on Bosnia and Herzegovina's EU membership application, available at:
http://www.dei.gov.ba/dei/direkcija/sektor_strategija/Upitnik/upitnik/default.aspx?id=17826&langTag=bs-BA
⁹⁴ EC Questionnaire for BiH, p. 135, 288, 334, 381, 382.
⁹⁵ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
⁹⁶ Reform Agenda for Bosnia and Herzegovina 2015-2018, BiH Council of Ministers, p. 3, available at:
http://www.vijeceministara.gov.ba/home_right_docs/default.aspx?id=20037&langTag=hr-HR
⁹⁷ Ervin Mujkić , Reformska agenda za BiH i njene potencijalne implikacije na zdravstveni sistem,
http://www.academia.edu/17417975/Reformska_agenda_za_BiH_za_period_2015-2018._i_njene_potencijalne_implikacije_na_zdravstveni_sistem
⁹⁸ World Health Organisation Country Of ice in BiH: http://ba.one.un.org/content/unct/bosnia_and_herzegovina/bs/home/unagencies/who.html
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3.7. Patients' rights in BiH

U

nder Article II of the Constitution of Bosnia and
Herzegovina, “all persons within the territory
of Bosnia and Herzegovina shall enjoy the
human rights and fundamental freedoms“ which
primarily include the right to life.⁹⁹ The rights of
patients to healthcare is provided also in the entity
laws.¹⁰⁰ Under the BiH Federation Rights, Obligations
and Responsibilities of Patients Act, every form of
discrimination (including discrimination on grounds
of social origin) is forbidden in activities carried out
on the basis of this Act and its secondary
legislation.¹⁰¹ Also, under the provisions of Articles 3
and 22-28, the principles of healthcare set out in the
Healthcare Act (“Of icial Gazette of the BiH
Federation”, Nos. 46/10 and 75/13), nobody may
impair health of other persons and healthcare must be
provided in continuity and uninterruptedly in
compliance with Article 22 of this Act.
Under the Republika Srpska Healthcare Act, the
highest level of the rights is provided to the most
vulnerable groups of insured persons: children, the
people above 65, pregnant women, the people
suﬀering from serious rare diseases (e.g. malignant
diseases, diabetes, hepatitis B and C, kidney diseases
requiring haemodialysis, multiple sclerosis,
haemophilia, cystic ibrosis, etc.), etc.¹⁰² The legal
framework, i.e. the relevant legislation, refers also to
international regulations as well as to the numerous
pieces of primary and secondary legislation at the
levels of BiH, the entities and the Brcko District, which
are earlier mentioned. Please note that by ratifying the
European Social Charter, BiH committed itself to
ensuring, inter alia, the implementation of the
50,000
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41,765
30,870
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41,394

provisions of the Charter which are directly related to
healthcare, or more speci ically, the enjoyment of the
highest attainable standard of health. Under the
Universal Declaration of Human Rights, everyone has
the right to, inter alia, a standard of living adequate for
the health and well-being of himself and of his family
and under the Declaration on the Promotion of
Patients' Rights in Europe, everyone has the right to,
inter alia, the highest level of protection of health.
However, many citizens of BiH still die of serious
malignant diseases that modern medicine can
provide an adequate response to. The number of
patients suﬀering from serious malignant diseases is
continuously increasing, according to of icial statistics.
In 2015, the number of patients indicated for
treatment by cytostatic drugs was well over 10,500 in
the BiH Federation alone, according to the data of the
BiH Federation Insurance and Reinsurance Fund. A
rapid increase in the number of patients suﬀering
from malignant diseases is alarming indeed, however,
it also requires an explanation whether it is about the
manner of registering the persons who contracted a
disease and are medically treated or about progress
made in diagnosing the diseases or about the real
increase in the number of patients, etc.
Among the most common cancer types in BiH are
breast, lung and lymphoma cancer, and leukaemia and
colon cancer. In 2014, 3,577 female cancer patients
and as many as 1,031 lung cancer patients were
treated. The data provided by healthcare institutions
show a worryingly high percentage of patients who
died of serious diseases - 20 percent.¹⁰³

44,291

Cytostatic drugs - Consumption
in thousand BAM

41087
37,696

Number of treated patients

33,501

23,000
16,991
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6,147

6,930

7,875

8,607

8,904

9,256

9,689

9,858 10,536

Report on Implementation of Financial
Plan of the FBiH Health Insurance and
Reinsurance Fund for 2015.¹⁰⁴

⁹⁹ The Constitution of Bosnia and Herzegovina, Article II, paragraph 3 “Enumeration of Rights”
¹⁰⁰ The Republika Srpska Health Care Act and the Act on the Rights, Obligations and Responsibilities of Patients in the BiH Federation
¹⁰¹ The Law on the Rights, Obligations and Responsibilities of Patients in the BiH Federation, “Of icial Gazette of the BiH Federation No. 40/10”,
Article 3.
¹⁰² Website of the Republika Srpska Health Insurance Fund: https://www.zdravstvo-srpske.org/pitanja-novinara/prava-pacijenata.html
¹⁰³ Portal bljesak.info, http://www.bljesak.info/rubrika/sci-tech/clanak/svjetski-dan-bolesnika--znate-li-potrebe-bolesnih/186559/ispis
¹⁰⁴ Report on Implementation of the Financial Plan of the Health Insurance and Reinsurance Fund of the BiH Federation for 2015 (consolidated),
p. 21, Sarajevo, February 2016.
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In the BiH Federation, the waiting lists for certain
medicinal products are long, while the Republika
Srpska applies co-payment rates ranging between
10% (the A list medicines) and 50% (the B list
medicines), which will be discussed in detail in the
chapter on “Lists of Medicines”.
Regarding cytostatic drugs, the Solidarity Fund funds the
treatment of around 10,000 patients of whom 91% take
medicines from the regular list of medicines which are
regularly provided to all patients, and 9% of patients
take medicines (11 diﬀerent types of cytostatic drugs)
which are subject to a special prescription regime, with
an average value of annual therapy of around BAM
35,000 per patient. There are special commissions which
set priorities among patients, depending on a patient's
condition and relevant criteria, for treatment with
cytostatic medication prescribed under special
regime.There are special commissions which set
priorities in treatment, depending on patients' health
condition. Around 300 patients have been enrolled in the
waiting list for those 11 medicines. Another problem is
related to multiple sclerosis. There are 5 medicines on the
list and 90 patients who are receiving a therapy plus 170
patients on the waiting list. Under the law, we received
around BAM 500,000 from the Lottery for medical
treatment of children abroad. During a roundtable
discussion with the organisations of MS patients, we
concluded that they too should launch an initiative to
raise funds in order to shorten the waiting lists. (Nedžad
Redžep, Deputy Director, Health Insurance and Reinsurance
Fund of the BiH Federation)
What does a waiting list mean? If you talk to doctors, they
will say there is no list. A therapy ends when the patient is
indicated for termination of therapy, and the same
therapy is administered to the next patient, selected on
the basis of parameters of his or her medical condition.
We make projections in the RS on the basis of the previous
year, and increase them by a certain amount. Whether
this is a waiting list, I cannot say. There are waiting lists
for CT to help diagnose a disease. Regarding oncology
patients, and cytostatic drugs, I think that patients should
be pleased with the therapy we currently provide. (Nataša
Grubiša, Deputy Director, Health Insurance Fund, Republika
Srpska)

When it comes to waiting lists in the RS, it is nearly a zero
problem. There are waiting lists only for the purpose of
diagnosing, for objective reasons only, where something
is technically not possible. But those waiting lists are not
long, and the problem hardly exists in regard to provision
of other services. (Goran Lončarević, Health Committee, the
Republika Srpska National Assembly)¹⁰⁵

The media reported on the lack of melanoma
medications¹⁰⁶ and 228 patients on the waiting list for
multiple sclerosis treatment in the BiH Federation in
2015.¹⁰⁷ Contrary to evident practice, under the law in
the BiH Federation,¹⁰⁸ ”A patient may be put on the
waiting list for certain types of medical services only
on reasonable grounds and for a reasonable
period of time. Waiting lists are created for certain
types of healthcare services which do not require
emergency care, depending on medical indications
and health condition of the patient as well as on a date
of the patient's coming to a medical institution, while
the length of waiting period may not deteriorate
the patient's health or threaten his or her life.”
There are two basic rights of patients: the right to get the
right diagnosis and the right to receive medical
treatment, and apart from Moldova, BiH is the only
country in the world without a screening mammography
examination. (Azra Ikalović, President, Association of Breast
Cancer Patients in BiH)
The patients in the Republika Srpska are in a much better
position than those in the Federation for a number of
reasons, the irst being availability of medicines. They [in
the Federation] are always lagging behind us in the RS
and are at least a year and a half behind us regarding
medicines availability and diagnosing patients. We have
a meeting at the Fund every irst Wednesday of the
month, when we have an opportunity to make legal
proposals, give opinions about orthopaedic aids,
procurement of medicines, to make suggestions and to
complain. I cannot understand why there is no
cooperation between the Fund and the organization of
patients in the Federation. (Azra Ikalović, President,
Association of Breast Cancer Patients in BiH)

¹⁰⁵ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁰⁶ Portal blic.rs: http://www.blic.rs/vesti/republika-srpska/nevidljivi-pacijenti-u- bih-sarajka-se-preselila-u-banjaluku-da-bi-dobilazivotnu/0y21sxq
¹⁰⁷ Portal več ernji.ba: http://www.vecernji.ba/na-listama-cekanja-za-lijekove-u- bih-228-pacijenata-lani-suglasnost-dobilo-samo-13-1102364
¹⁰⁸ The Act on the Rights, Obligations and Responsibilities of Patients in the BiH Federation, “Of icial Gazette of the BiH Federation No. 40/10”,
Article 32.
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There are other problems which can be solved, such as
the scope of rights. The rights are respected as much as
they can be respected. This means that everybody
working in the system is trying to respect all of patients'
rights, as much as they can. But we have to be cautious in
giving those rights, because once given, they cannot be
abolished, and we should not abolish them. The scope of
rights should be compatible with the reality or otherwise
there will be negative eﬀects. (Goran Lončarević, Health
Committee, the Republika Srpska National Assembly)

In order for patients to struggle for their rights, we have
to be informed about the medicines available in the world
before they ask for them. We are patients, we are not
healthcare workers. (Azra Ikalović, President, Association of
Breast Cancer Patients in BiH)¹⁰⁹

3.7.1. Patients' awareness about their rights

P

atients do not know much about their rights. For
example, when it comes to raising charity funds for
treatment abroad, patients do not know that the
Health Insurance and Reinsurance Fund of the BiH
Federation has a programme for funding medical
treatment abroad. Indeed, the rights cover 11 most
serious diseases which cannot be treated in the BiH
Federation. Patients need to be educated about their
rights. Every patient can get the information in the Fund
about their rights which the Fund or the cantonal funds
gave them and they are always welcome. (Nedžad Redžep,
Deputy Director, Health Insurance and Reinsurance Fund of
the BiH Federation)

communicated. The web page is important, but many
people are not, or do not want to be, computer literate
and we have to choose alternatives based on survey
indings. (Boris Vidović, Head of Medicines Department, Health
Insurance Fund, the Herzegovina-Neretva Canton)¹¹⁰

There is a guardian of patients' rights in our Fund. It is a
position, the person who will tell the patient exactly what
his or her rights are, including the rights that he or she is
not entitled to. (Azra Ikalović, President, Association of
Breast Cancer Patients in BiH)
We conduct surveys among insured people to ind out
their level of satisfaction with orthopaedic aids,
medicines from the medicines lists, etc. As for
dissemination of information to patients, we are trying to
have all the necessary information posted on our website.
There is also a possibility to report corruption
anonymously. There are diﬀerent channels of
communication on patients' rights. We have developed a
programme for dissemination of information through
large displays installed in large hospitals and in
important locations in community health centres, and
this is how patients get the information on the selection
of a family medicine physician, how they can select
another one, this is how they get stickers and how other
technical issues that insured persons are interested in are
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¹⁰⁹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹¹⁰ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.

4. MEDICINES AVAILABILITY
PROCESS IN BiH
4.1. Registration of medicines – Marketing Authorisation
4.1.1. Agency for Medicinal Products and Medical Devices of BiH

T

he Medicinal Products and Medical Devices Act
of BiH¹¹¹ provides a de inition of medicinal
products and medical devices used in human
medicine and regulates their manufacturing, testing
and sale, quality assurance, safety and ef icacy
requirements and actions, surveillance of medicines,
medical devices and companies which manufacture,
test or wholesale medicinal products and medical
devices as well as any other relevant issue. The
Agency for Medicinal Products and Medical
Devices of BiH was formed under this Act as an
authority for medicinal products and medical devices
used in medical practices in our country.
One of the purposes of establishing the Agency was to
create and supervise a single market of medicinal
products and medical devices and to ensure their
availability within the BiH territory. The scope of
responsibilities of the Agency includes:
ź

ź

ź

ź

ź

ź

Granting marketing authorizations for
medicines, renewing, revoking or modifying
marketing authorisations,
Laboratory testing of quality of medicinal
products and providing professional
assessment of quality of medicinal products,
Applying for or approving clinical trials of
medicinal products and surveillance of adverse
events,
Drawing up a proposal for a list of essential
medicines in Bosnia and Herzegovina,
necessary for ensuring healthcare for citizens
(more details in the chapter dealing with lists
of essential medicines),
Carrying out pharmaceutical inspection of
medicinal products at the drug manufacturers
and wholesalers, in compliance with granted
marketing authorisations,
Making proposals for harmonizing legislation
relevant for medicinal products with the EU
law and regulations, international guidelines,
etc.

The Professional Board is a professional, regulatory,
advisory and controlling body of the Agency,
consisting of seven members nominated by the
Ministry of Civil Aﬀairs and appointed by the Council
of Ministers. They are selected among distinguished
experts in pharmacy, medicine, chemistry and law
who come from both entities and the Brč ko District of
BiH. The seven members are selected from the list of
candidates drawn up by the entity-level Health
Ministries and the Health Department of the Brčko
District.
The director and deputy director of the Agency are
nominated by the Professional Board and appointed
by the BiH Council of Ministers, in accordance with the
Ministerial Appointments, Appointments to the
Council of Ministers and Other Appointments Act of
Bosnia and Herzegovina. The Civil Service in
Institutions of Bosnia and Herzegovina Act does not
apply to the director and deputy director.
Committees of the Agency:
Committee for Medicinal Products;
Committee for Medical Devices;
ź Committee for Clinical Trials;
ź Committee for Pharmacopoeia;
ź Other committees dealing with other relevant
issues.
ź

ź

The Agency's bodies are the Professional Board, the
director and committees.
¹¹¹ Of icial Gazette of BiH, No. 58, 21 July 2008.
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FINDING I - Lack of transparency and surplus of discretionary rights
As we saw, the Professional Board members must possess “outstanding expertise in pharmacy,
medicine, chemistry and law” and committee members must possess “outstanding expertise in
health and in natural sciences (chemistry, biology, biochemistry, physics, electrical
engineering, technology, etc.) and relevant work experience. However, the problem noticed in
the context of integrity concerns the lack of transparency of the criteria for selection of
“outstanding experts”. This is why, we do not know, or it is not transparent enough, what the
entity Health Ministries and the Health Department of the Brčko District imply under
“outstanding expert” and “relevant work experience”. There is no publicly available call for
applications launched to select members of the Professional Board or the committees who are
put on the lists by the entity Health Ministries and the Health Department of the Brčko District,
which indicates a large discretionary power invested in those who have authority to appoint
members. The Agency's director has a large discretionary power to put experts on the list. No
publicly available primary or secondary legislation de ines the manner in which the Agency's
director draws up a list of experts or the selection criteria, which indicates non-transparency of
the process.

4.1.2. Committee for Medicinal Products

T

he Committee members are appointed by the
Agency's director, with the Professional Board's
approval. The Committee members must
possess outstanding expertise in healthcare and in
natural sciences (chemistry, biology, biochemistry,

documents accompanying applications for marketing
authorisation and testifying to the quality, safety and
ef icacy of a medicinal product. The Committee for
Medicinal Products proposes a list of essential
medicines of BiH to the Professional Board.
EXPERTS
A list of experts of BiH who can be
hired into committees as and when
needed is approved by the Agency's
director, with the agreement of the
Professional Board.

physics, electrical engineering, technology, etc.) and
relevant work experience. The Committee for
Medicinal Products consists of 15 members. The
entity-level Health Ministries nominate seven
members each and the Health Department of the
Brčko District nominates one member. The
Committee for Medicinal Products evaluates the

Regarding the recruitment procedures,
under the Law, members of the
committees and the Professional Board
are nominated by the entity-level
ministries. We made a mistake right in
the beginning by failing to clarify
pro iles of experts. I am not saying that
the experts nominated by the entitylevel ministries are good or bad. In fact,
credit is due also to them for our
achievements. At one point, they were
no longer receiving money and still
accepted to work for free over the last
six months.
(Jelena Aničić, Technical Adviser for Quality
Assurance, Agency for Medicinal Products
and Medical Devices of BiH)¹¹²

An example of good practice is provided by the
neighbouring Croatia where the Medicines Committee
members are full-time employees of the Agency
(HALMED) and have the civil servant status.¹¹³

¹¹² Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹¹³ The Rulebook on Organisation and Job Classi ication at the Agency for Medicinal Products and Medical Devices (Pravilnik o organizaciji i
sistematizaciji radnih mjesta Agencije za lijekove i medicinske proizvode), class 012-03/11-02/03, of 12 January 2012.
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FINDING II - Conﬂict of interest of members of corporate bodies
The BiH Agency for Medicinal Products and Medical Devices virtually applies two diﬀerent
de initions of con lict of interest to its members/employees. The irst de inition of con lict of
interest is incomplete and does not re lect the purport of con lict of interest; it is incorrect and
leads to situations which absolutely pose a threat to integrity of the Agency's whole process. The
media raised the issue of membership in the Professional Board by the end of 2016, when they
said that among the members were the owner of a chain of pharmacies, an employee of the
pharma industry, a party of icial, etc.¹¹⁴ Since the de inition of con lict of interest is incomplete
(the irst de inition), such cases could be legally treated as a con lict of interest or a potential
con lict of interest. The question is why the de inition of con lict of interest is incomplete. The
con lict of interest disclosure procedure is not de ined either: who con licts of interest or
potential con licts of interest should be reported to; how the individual found to be in con lict of
interest is removed from decision-making; punishment in case a con lict of interest is not
disclosed, etc. Similar issues are raised also at lower levels of government.¹¹⁵

4.1.3. Conﬂict of interest in the Agency's corporate bodies

T

he BiH Medicinal Products and Medical
Devices Act¹¹⁶ de ines con lict of interest as
“engaging in activities which cause, or may
cause, inancial or other damage to the Agency”. This
de inition refers to the Agency's employees,
committee members, the Professional Board members
and experts, while the Con lict of Interest in
Institutions of Bosnia and Herzegovina Act applies
to the director and deputy director of the Agency:
“Con lict of interest exists in situations in which
elected of icials, of ice holders in the executive and
advisers have private interests which have, or may
have, an eﬀect on the legality, transparency,
objectiveness and impartiality of of ice”.
According to the simplest interpretation of the term
“con lict of interest”¹¹⁷, con lict of interest is a
situation in which a person who holds public of ice or
another position involving responsibility to the public
or organisation is involved in multiple interests one of
which could possibly corrupt the decision-making of
that individual or organization. The “con lict” refers to
the con lict between private interest and public
interest. Civilized countries believe that in such
situations the risk is too high that private interest
will prevail over public interest, that is, the risk of
corruption is too high. Of icials of the executive branch
of government or civil servants who are in a position

to treat favourably the businesses they hold stock in or
own (by granting them concessions, subsidies,
awarding them public works contracts, favouring them
in urban plans, etc.) are found to have a con lict of
interest. There is a very precise de inition of con lict
of interest in a professional body contained in the
Medicinal Products and Medical Devices Act of the
Republic of Serbia,¹¹⁸ which is as an example of good
practice: “The persons referred to in paragraph 4 of
this Article, as well as their next of kin in the irst line
regardless of the degree of kinship, collateral relatives
up to the second degree of kinship, an adoptive parent
or an adopted child, spouses and in-laws up to the irst
degree of kinship, may not be either involved directly
or through a third individual or legal entity as equity
owners, shareholders, employees, or participate in the
management bodies or conduct business as persons
under contract, hold advisory, advocacy,
representation and similar roles in the legal entity that
carries out manufacturing activities, manufacturing of
galenical medicinal products, trade and medicinal
product and medical devices testing, as well as in the
legal entities that are marketing authorisation holders
or are registered in the Register, and/or they may not
perform this activity as entrepreneurs, whereof they
sign a statement to prevent the con lict of private and
public interest.”

¹¹⁴ Portal n1info.com, 22 November 2016, available at: http://ba.n1info.com/a123833/Vijesti/Vijesti/Strucni-odbor-za-lijekove-odgovoran-zaskupe-lijekove-u-BiH.html
¹¹⁵ In response to the question asked by a member of the Sarajevo Canton Assembly, “Since the Health Ministry of the Sarajevo Canton answered
my question who the members of the Medicines Committee of the Sarajevo Canton were, would you, please, tell me whether any member or
his/her spouse or relative owns a pharmacy?”, the Health Ministry of the Sarajevo Canton said: “We submit the data from the of icial records of
the Health Ministry of the Sarajevo Canton, according to which professor Fahir Beč ić , master of pharmaceutical sciences, is a member of the
Medicines Committee of the Sarajevo Canton and a founder of the private health facility Gral, located in Dejzina Bikić a Street do broja 19, which
includes 8 branches under this institute. Furthermore, the founder of the private health facility Gralpharm in Donji Hotonj Street No. 38 is Ervina
Beč ić , the wife of Professor Fahir Beč ić . The Beč ić spouses are employed by higher education providers in the Sarajevo Canton. Since the retail
pharmacies dispense only the medicines which are on the medicines list and have no in luence on the selection of pharma companies associated
with the medicines from the list, we do not ind a con lict of interest in this case. All Committee members signed a Con identiality Statement.
Available at: (http://skupstina.ks.gov.ba/odgovori/all )
¹¹⁶ BiH Medicinal Products and Medical Devices Act, Article 13, paragraph 2.
¹¹⁷ Generally accepted de inition found also in Wikipedia: https://hr.wikipedia.org/wiki/Sukob_interesa
¹¹⁸ Source: http://paragraf.rs/propisi/zakon_o_lekovima_i_medicinskim_sredstvima.html
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FINDING III - Non-transparent work of the committee for medicinal products and
the granting of marketing authorisations despite the committee's negative opinion
It remains unknown how many medicinal products in BiH were given a marketing
authorization, despite a negative opinion of the Committee for Medicinal Products. Another big
problem is that the minutes of the Committee meetings are not publicly released, while their
public release is the main principle of transparency of procedure. This is why, it remains
unknown who among the 15 members of the Committee is present in a meeting or what
decisions (positive or negative) the Committee makes. In the context of this process, it is
impossible to follow their work. The public does not know how often the Committee meets.

4.1.4. Introducing medicinal products into the market

T

he Agency for Medicinal Products and Medical
Devices of BiH is responsible, among other
things, for granting, renewing, revoking and
modifying marketing authorizations. The Committee
for Medicinal Products evaluates the documents
proving quality, safety and ef icacy of a medicinal
product, which accompany an application for
marketing authorisation, for its renewal or for a
variation of the marketing authorisation. Under the
Act,¹¹⁹ the Agency must decide the application within
120 days maximum from a date of receipt of the
complete application, after it has received an
opinion on the validity of documents and an
assessment of quality, safety and ef icacy of a new
product from the Committee for Medicinal
Products.
It seems that the intention of the law is to authorise a
medicinal product in a marketing authorisation
procedure on the basis of a positive opinion of the
Committee for Medicinal Products, although media
reports¹²⁰ show that this particular article of the law
is interpreted in two diﬀerent ways and that it
happened in practice that a medicinal product was
given a marketing authorisation in BiH without a prior
opinion of the Committee for Medicinal Products
(importation of Cuban cancer vaccine CinaVax). In this
speci ic case, the director of the Agency for Medicinal
Products and Medical Devices of BiH did not accept a
unanimous negative opinion of the members of the
Committee for Medicinal Products and said that “their
role in all cases is advisory, that the Committee's
opinions are not binding”. According to some members
of the Committee for Medicinal Products, the legal
provision related to obtaining an opinion from the
Committee prior to issuing a decision to grant, or not
to grant, a marketing authorisation is not binding for
the director of the Agency, but only advisory.¹²¹ This
interpretation of the legal provision sheds light on the

weaknesses of the process and the law since there is
no precisely de ined procedure to be followed by the
Agency's director in case he or she decides to grant a
marketing authorisation despite a negative opinion of
the Committee for Medicinal Products – there is no
transparent procedure which would reduce the
director's discretionary powers in this process.
Earlier, we demanded some additional requirements for
procurement of medicinal products, but the Procurement
Review Board did not allow, and I agree. The Review
Board said that we are a inancial institution, not the
institution responsible for determining quality of
medicinal products and that it was enough for a
medicinal product to be authorised. Quality is determined
by the relevant institutions (the Agency for Medicinal
Products and Medical Devices for registered medicines
and the relevant national/regulatory authorities of the
country of manufacture/export of the medicinal product
or the relevant internationally recognised institutions,
etc. for unregistered medicines) by issuing the
appropriate documents the submission of which should
be requested in tender documents (Ranko Tošić, Health
Insurance and Reinsurance Fund of the BiH Federation, LL.M.
and certi ied public procurement trainer)¹²²

The Performance Audit Report (Performance Audit in
the Committees of Institutions of BiH¹²³) shows some
data: the chairman of the 15-member Committee for
Medicinal Products receives BAM 300 and Committee
members BAM 250 each per month in addition to their
basic salary; there were a total of 11 Committee
meetings in 2011, lasting 24 hours in total; in 2012,
there were 9 Committee meetings, lasting 24 hours in
total; marketing authorisations were granted, on
average, for 800-1000 medicines annually or between
33 and 44 marketing authorisations per one hour
of Committee's work. The time spent to evaluate an
application seeking permission to bring a medicinal
product into the BiH market and to grant a marketing

¹¹⁹ The BiH Medicinal Products and Medical Devices Act, Of icial Gazette of BiH, No. 58 of 21 July 2008, Article 37, paragraph 1.
¹²⁰ Portal Vecernji.ba, http://www.vecernji.ba/bez-suglasnosti-nalozili-u-bih-uvoz-spornog-cjepiva-za-lijecenje-raka-s-kube-1102857
¹²¹ Minutes of meetings between the representatives of Net Consulting d.o.o. and the representatives of institutions dealing with medicinal
products in BiH (BiH Agency for Medicinal Products and Medical Devices, Committee for Medicinal Products, Professional Board, etc.).
¹²² Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹²³ Performance audit “Work of Committees of BiH Institutions”, available at:
http://www.revizija.gov.ba/revizioni_izvjestaji/revizija_ucinka/Izvjestaji2013/?id=3122
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documents, which requires hours and hours of work and
preparation, concluded that a certain product may
present a hazard to citizens of BiH because of
insuf iciently proven safety, ef icacy and quality
properties of the product, which is why they propose that
it should not be authorised. The purpose of the Committee
meetings is that all Committee members present their
views, agree and make inal conclusions which are
unanimous in the vast majority of cases. (Miroslav Šober,
chairman, Committee for Medicinal Products, the BiH Agency
for Medicinal Products and Medical Devices)

authorisation raises doubts about Committee's
credibility. Indeed, the auditors' “calculation”
obviously failed to take into consideration the length
of time, expressed in hours, required by the
Committee members to prepare cases for the
Committee meetings, which is a weakness of this
inding. However, in the absence of publicly
available data and information on the Committee's
work (agendas, minutes, work methodology, and so
on, which should be publicly available in compliance
with new progressive transparency standards in the
world), the audit inding is obviously based solely on
available data. Professor Miroslav Sober, chairman of
the Committee for Medicinal Products, clari ied the
work of the Committee members in preparation of the
Committee meetings in his comment¹²⁴ on the draft
Analysis:

Also, during the discussion at the Thematic
Conference “The State of Integrity in Medicines
Availability Processes in BiH“, another problem related
to the Committee for Medicines was raised: the
funding of the Committee and the small allowances
compared to the level of responsibility and scope of
work of the Committee members, and the moratorium
on allowance payments imposed in 2017 (statement
by Jelena Anič ić , footnote 112), which obstructs
directly and calls into question the normal functioning
and work of the Committee for Medicinal Products and
can result in suspension of its activities and closure of
the main regulatory mechanism which controls
introduction of medicines into market.

The work of the members of the Committee for Medicinal
Products is least related to their attendance at Committee
meetings. It is predominantly related to their critical
evaluation of marketing authorisation dossiers
submitted to the Committee prior to its meetings in a
hard copy and electronically. The dossiers submitted
electronically contain, as a rule, several hundred pages
each, and the Committee members have to read all those
pages and evaluate and assess the information and
compare it with the relevant information available from
an independent source and only then will they make a
conclusion as to whether applicants need to submit
additional evidence to prove safety, ef icacy and quality
properties of their products, whether the products can or
cannot be given marketing authorisations. It has
happened many times that the Committee members,
following the examination and assessment of all

In any case, the Agency for Medicinal Products and
Medical Devices of BiH failed to submit a request to the
Council of Ministers for inancing the work of the
Committee in 2017, which was the reason why the funds
were not approved. (Miroslav Šober, chairman, Committee
for Medicinal Products, the BiH Agency for Medicinal Products
and Medical Devices)¹²⁵

2012

2011
Commission

BiH Demining Commission
Medicinal Products Committee of the
Agency for Medicinal Products and
Medical Devices BiH

Number of
meetings

Fee per
meeting (BAM)

Number of
meetings

Fee per meeting
(BAM)

11

1,964

12

1,800

11

4,560

9

5,067

Net fee per
meeting for
commissions from
the sample¹²⁶

¹²⁴ Chairman of the Committee for Medicinal Products Professor Miroslav Sober's feedback on the draft Analysis, 29 July 2017. Feedback sent by
e-mail to Net Consulting d.o.o
¹²⁵ Chairman of the Committee for Medicinal Products Professor Miroslav Sober's feedback on the draft Analysis, 2 August 2017. Feedback sent by
e-mail to Net Consulting d.o.o.
¹²⁶ Performance audit “Work of Committees of BiH Institutions”, available at:
http://www.revizija.gov.ba/revizioni_izvjestaji/revizija_ucinka/Izvjestaji2013/?id=3122
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An example of good practice is found in the Republic
of Croatia, where all minutes of the Medicines
Committee are transparent and open to public
scrutiny as they are posted on the website of the
Croatian Agency (HALMED).¹²⁷ A part of the table
(below), downloaded from the HALMED website,¹²⁸
shows transparency of the process.

Such comparison with HALMED is important and relevant
for us, but you have to understand that HALMED is an
independent regulatory body which selects experts for
education on its own, plans its expenses for that purpose,
etc. We will start posting agendas of the Committee
meetings on our website soon, and I hope we will soon
start doing the same with minutes. (Jelena Aničić, Technical
Adviser for Quality Assurance, the BiH Agency for Medicinal
Products and Medical Devices)¹²⁹

(eng. permanent
composition)

(eng. agenda)

(eng. minutes)

¹²⁷ Link: http://www.halmed.hr/O-HALMED-u/Povjerenstva-i-vanjski-suradnici/Povjerenstvo-za-lijekove/Raspored-sjednica/
¹²⁸ www.halmed.hr
¹²⁹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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FINDING IV - unclear standards for medicinal products exempted
from marketing authorisation rules
It is not clear from the legislation which states have the same standard requirements for quality,
safety and ef icacy properties of medicinal products which are exempted from the marketing
authorisation rules and the question why “other states” are not listed, or why standards are not
listed, remains open. This weakness of the legislation makes it possible for medicinal products
without quality, safety and ef icacy properties to be placed on the BiH market.

4.1.5. Setting requirements for the granting of a marketing
130
authorisation for a medicinal product

U

nder the BiH law, the medicinal products
available on the market in BiH must be
manufactured and controlled in compliance
with methods and requirements of the European and
BiH pharmacopoeia. Exceptions are laid down in
Article 34.
The applicant does not have to submit its own results
of pharmacological and toxicological testing or clinical
trials if it proves that:
a) the medicinal product for which a marketing
application has been iled is substantially similar
to the medicinal product already authorised in
BiH and that the marketing authorization holder
agrees in writing with making a reference to its
documents providing data on pharmacological and
toxicological testing and clinical trial of the product;
or

b) the already released data from publicly
available literature containing all the necessary
data from the requested documents (referred to in
Article 33 (1) c) are precisely listed instead of
providing its own results of pharmacological and
toxicological testing and clinical trial of the product;
and
c) provided that the product ingredients are well
known, that its safety properties are known and its
ef icacy proven and/or that its active ingredient has
been used for at least 10 years as a medicine in BiH,
the EU or other states which have the same
standard requirements for quality, safety and
ef icacy of medicinal products.

4.1.6. Importation of medicinal products which have not been
granted a marketing authorisation131

T

he relevant entity-level ministries and the
Department of Health of the Brč ko District may
approve importation of medicinal products
which have not been granted marketing
authorizations in case of:
a) An emergency import for an individual treatment,
as proposed by a healthcare establishment;
b) An urgently needed emergency import of limited
quantities of medicinal products which have not
been granted marketing authorizations, which are
necessary for safeguarding public health, as
proposed by a healthcare establishment;

c) An emergency import of medicines as part of
medical humanitarian aid delivery;
d) Import of medicinal products required for research
purposes.
In case of approval of import of medicinal products
lacking a marketing authorization (cases (a)-(c)
above), the relevant entity-level ministries and the
Department of Health of the Brč ko District are obliged
to notify the Agency of such importation within 24
hours from the moment of approving such an import.
This means that the Agency does not approve such
import, rather, it is only noti ied of the import.

¹³⁰ The BiH Medicinal Products and Medical Devices Act, Article 33.
¹³¹ The BiH Medicinal Products and Medical Devices Act, Article 66.
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FINDING V - Contradictory rules governing import of medicinal
products into BiH Federation
The above rules governing import into the BiH Federation de ined in Article 2 of the Rule Book
are in harmony with the state-level Medicinal Products and Medical Devices Act. However,
Article 8 of the Rule Book goes beyond the state-level law and provides for import under the
conditions diﬀerent from those laid down in the BiH law. This creates a grey area of action as it is
possible to sell the product at a price below the price charged normally (dumping), to avoid
product registration costs, etc. Also, Article 8 is contradictory to Article 2 of the Rule Book. Under
Article 2, a manufactured medicinal product which has not been granted a marketing
authorization in the BiH Federation “may be imported only in case of an urgent, medically
justi iable need established by the Federation Health Ministry, provided that the manufactured
medicinal product with the same international non-proprietary name, form and strength,
authorised by the Agency for Medicinal Products and Medical Devices of Bosnia and
Herzegovina, is not available on market in Bosnia and Herzegovina”, while Article 8 allows
import of the medicines, which are not authorised in BiH, with the same generic name,
pharmaceutical form and strength solely on grounds of a diﬀerence in price.

Under Article 2 of the Rule Book¹³² on the
requirements for and the manner of importing
medicinal products without marketing authorizations
in the BiH Federation, a manufactured medicinal
product which has not been granted a market
authorization in the BiH Federation may be imported
only in case of an urgent, medically justi iable need
established by the Federation Health Ministry,
provided that the manufactured medicinal
product with the same international nonproprietary name, pharmaceutical form and
strength, approved by the Agency for Medicinal
Products and Medical Devices of Bosnia and
Herzegovina, is not available on market in Bosnia and
Herzegovina. Also, the Rule Book stipulates that a
manufactured medicinal product may be imported
into the Federation of BiH provided that it is licensed
for sale in the European Union Member States and in
other countries of the world which apply the same
quality assurance standards for medicinal products
and that it is properly licensed for sale in an exporting
country.
However, under Article 8 of the same Rule Book, the
Federation Minister may approve import of the
medicinal products which have not been granted a
marketing authorization in case of excessive pricing of
such products on the BiH Federation market which
hinders normal supply. Also, in case of a dif icult
supply of a product authorised in BiH by reason of its
high price, an emergency import of the product with
the same generic name, pharmaceutical form and
strength may be approved. If a comparative analysis of
the prices of a medical product in the countries of the
region establishes that the product price in the BiH

Federation is higher than it is in the countries of the
region, the Federation Minister may approve import of
the product with the same generic name,
pharmaceutical form and strength as the unauthorised
product whose price is the same or lower than the
price in the countries of the region. If an excessive
price obstructs normal supply of medicines from
the cantonal positive list of medicines funded through
compulsory medical insurance, an authorized
wholesaler of medicinal products has to submit an
application (to the Ministry) and a statement from the
Cantonal Health Ministry specifying the information
on the medicinal product and reasons for dif icult
supply.
Regarding a register of medicinal products imported
to the BiH Federation which have not been granted
marketing authorizations, under Article 10 of the Rule
Book, the Ministry is responsible for collecting the
information and maintaining a register of
imported medicinal products which have not been
granted a marketing authorization, on the basis of
the reports submitted to the Ministry by
authorized wholesalers and the Ministry will submit
reports to the state-level Agency for Medicinal
Products and Medical Devices of BiH on a regular
basis. An annual report on import of medicinal
products which have not been granted a marketing
authorization is submitted by 31 January of the
current year for imports done in the previous calendar
year.

¹³² Oﬃcial Gaze e of the BiH Federa on No. 104 of 30 December 2013, Ar cle 2 of the Rulebook.
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FINDING VI - Non-transparent reason for emergency importation
of unauthorised medicinal products
According to the data on imports of unauthorised medicinal products for 2013 and 2014, the
reports reveal inancial data only. However, reports do not specify conditions under which
import was done, whether the products were imported on the basis of the legal “4 situations” or
under the Federation's Rule Book under which the BiH Federation assumes a right to itself to
import unauthorised medicinal products on high price grounds

According to the Agency's review of imports of
unauthorised medicinal products in 2014,¹³³
( inancial review by region/entity, the Table and Graph
below), the value of unauthorised medicinal products
imported in 2014 totalled BAM 11.01 million, of which
the BiH Federation accounted for BAM 6.7 million
(60.9%), the Republika Srpska accounted for BAM 4.3
million (39%) and the Brč ko District of BiH accounted
for slightly over BAM 15,000 (0.14%). One year earlier,
in 2013,¹³⁴ the value of medicinal products imported
without a marketing authorization granted by the
Agency for Medicinal Products and Medical
Devices of BiH totalled BAM 32.03 million, of which
the BiH Federation accounted for BAM 26.4 million
(82.4%), the Republika Srpska accounted for over
BAM 5.5 million (17.3%) and the Brč ko District of BiH
accounted for BAM 101,246 (0.3%).

without a marketing authorization must keep records
on imported products and submit a report on imports
to the Ministry on a prescribed form every three
months. If it is established on the basis of the data on
total spending on imports of medicinal products in
one calendar year that an imported quantity of an
individual medicinal product exceeds 5,000
packages, the Ministry must inform the manufacturer
of that product or its representative in BiH that it has
to seek a marketing authorization from the state-level
Agency to market the product and to inform the
Ministry accordingly.
However, the data on emergency imports of medicinal
products without marketing approval by the Agency
for Medicinal Products and Medical Devices of BiH in
2013 and 2014 reveal violations of the Rule Book.

Under Article 9 of the Federation's Rule Book,
authorized wholesalers which import medicines

Emergency imports in BiH in 2014
ATC

Name of medicine

INN

Shape and Strenght

Quantity

Importer

BAM

Emergency imports to BiH in 2013

¹³³ BiH Agency for Medicinal Products and Medical Devices, An Emergency Import of Medicinal Products into BiH in 2014, available at:
http://www.almbih.gov.ba/_doc/publikacije/interventni2014v3.pdf
¹³⁴ BiH Agency for Medicinal Products and Medical Devices, An Emergency Import of Medicinal Products into BiH in 2013, available at:
http://www.almbih.gov.ba/_doc/publikacije/interventni2013.pdf
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The above illustrative example shows that the
marketing authorisation granted for the Farin
medicine was registered in 2011 at the Agency for
Medicinal Products and Medical Devices of BiH.
Although this medicine was available on market in
Bosnia and Herzegovina and was given a
marketing authorisation by the Agency, the
medicine, with the same generic ingredients and
without a marketing approval, was imported under
emergency import arrangements, in quantities
exceeding 5,000 packages during 2013 and 2014. This
was in direct violation of Article 9 of the Rule Book
requiring that a medicine imported in a quantity
above 5,000 packages be registered in BiH.
Regarding unregistered medicines, since our list contains
also unregistered medicines, we use everything that is
de ined in the Rule Book on Requirements for Import of
Medicines Without Marketing Authorisation in Bosnia
and Herzegovina (“Of icial Gazette of BiH”, No. 23/11) and
the Rule Book on Requirements and Manner of
Importation of Medicines Without Marketing
Authorisation (“Of icial Gazette of the BiH Federation”,
No. 80/13) (Ranko Tošić, Health Insurance and Reinsurance
Fund of the BiH Federation, LL.M. and certi ied public
procurement trainer)¹³⁵

For the sake of comparison, an emergency import
is possible also in Croatia, although only with the
approval of the Agency (HALMED). “If a medicine
which is necessary for treating a disease is not
available in the Republic of Croatia, HALMED may
approve an emergency import from another country
in which that medicine is authorised. In an emergency

import approval procedure, a request for import of a
medicine is submitted to HALMED by a wholesaler.
Such a request is approved on the basis of either an
individual prescription which includes the patient's
name or a statement by a healthcare institution
specifying the need to import a medicine from abroad.
When it comes to individual treatment, the
procedure is launched by a doctor who writes a
prescription. The patient brings the prescription and
the rest of medical documentation (medical history
and a recommendation by a specialist) to a pharmacy
which seeks HALMED's approval and carries out a
pharmaceutical drug import procedure through a
wholesaler. Upon completion of the import procedure,
the patient collects the medicine in the same
pharmacy where he or she initially brought the
prescription. The emergency import procedure is
common not only in Croatia but also in other EU
Member States. The emergency import of a medicine
without a marketing approval in Croatia is de ined in
the Medicinal Products Act (Of icial Gazette No. 76/13,
90/14) as a mechanism which ensures that patients
receive the medicine necessary for treatment of a
particular condition through a legal distribution chain.
It is important to note that all medicines brought
into Croatia through an emergency import
procedure were produced in compliance with
applicable European and international regulations
and guidelines, were given a marketing
authorisation in the country from which they are
imported and have proven quality, safety,
performance and ef icacy properties.“

¹³⁵ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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4.2. Medicines Lists – selection and prioritization of medicines
for public funding
4.2.1. Medicines lists in the BiH Federation and the Republika Srpska

T

he concept of essential medicines was
recommended by the World Health
Organisation in an eﬀort to ind
mechanisms ensuring as equal availability of
essential medicines to the population as
possible. The medicines included on the lists
should secure treatment of the most common diseases
which aﬀect most citizens and they should be available
at any given time in appropriate quantities.¹³⁶
When it comes to essential medicines lists, we, at the
World Health Organisation, provide some kind of
guidance to our members on the minimum medicines in
the 21st century that should be readily available. It is a
kind of a model for our member states. The principle of
our work is that when we make the list, we make it
implementable in, say, Madagascar and the United States
of America, as it must be a common list for all. Why?
Because we are talking about equality. (Victor Olsavzsky,
World Health Organisation (WHO), Head of Country Of ice in
BiH)¹³⁷

Article 83 of the BiH Medicinal Products and Medical
Devices Act stipulates the procedure of developing a
list of essential medicines: the BiH Council of Ministers
approves at least every two years a list of essential
medicines in BiH, as proposed by the Agency's
Professional Board, with a prior approval of the
relevant ministries at the entity level and the
Department of Health of the Brč ko District. The
medicines on the list of essential medicines in BiH
represent the minimum medicines the cost of
which is covered by compulsory health insurance
as well as the minimum medicines for inpatient
care. The list of medicines under this Act is published
in the Of icial Gazettes of BiH, the BiH Federation, the
RS and the Brč ko District. There is a document posted
on the BiH Agency's website titled “Proposed list of
essential medicines of BiH”,¹³⁸ which, however, has
never been approved. BiH is the only European
country without a single list of essential
medicines.

The core package of medicines for the whole BiH has
never been de ined. This too is a matter of politics, the list
of essential medicines has been produced and has been at
the BiH Council of Ministers for many years but has never
been approved. (Nataša Grubiša, Deputy Director, the
Republika Srpska Health Insurance Fund)¹³⁹

Instead, there are 13 lists of essential medicines, one
in the BiH Federation; one in the Republika Srpska;
one in the Brč ko District; and one in each of the ten
cantons. This issue has been raised publicly. According
to media reports, the entity ministries and the
Department of Health of the Brč ko District are unable
to agree on the proposed list compiled by the Agency
for Medicinal Products and Medical Devices of BiH. It
should be noted that these ministries propose
candidates for the Professional Board of the Agency
(under the model 3+3+1) and the Committee for
Medicinal Products (under the model 7+7+1) - the two
bodies which are crucial to creating a single list of
medicines.
The health system in BiH is not solidary or equal.
Discriminatory practices were introduced to the health
sector with the development of the “core package” and
weaker cantons were made unequal. The governments
should have included a suf icient number of medicines in
all cantons. Poor cantons lack money and now, for
example, there is a list in Sarajevo which has four times
as many medicines as the list in the Una-Sana Canton.
Diagnostic services are four times as rich as those in the
Una-Sana Canton. (Hazim Kapić, Health Minister, the UnaSana Canton)¹⁴⁰

In the Federation of BiH, the list of medicines consists
of the A-List funded 100% by the Health Insurance
and Reinsurance Fund of the BiH Federation, which is

¹³⁶ Strategic Plan for the Health System Reform in the BiH Federation for 2008 - 2018, p. 25
¹³⁷ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹³⁸ Link to document: http://www.almbih.gov.ba/dokumenti/nacrti-regulative/
¹³⁹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁴⁰ Ibid.
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FINDING VII - Lack of transparency in the selection of members
of the Committee for Medicinal Products
The Federation list of medicines is mandatory for all cantons, and it consists of the A-List of
medicines prescribed and dispensed to the debit of the cantonal compulsory health insurance
account and an additional B-List of medicines which can be a part of the cantonal lists of
medicines, if funds are secured in the cantons. However, there are enormous disproportions in
practice when it comes to insurees' rights even in the mandatory A-List, due to diﬀerent inancial
capacity of diﬀerent cantons. Moreover, apart from the Committee for Medicinal Products of the
Federation, all cantonal ministries have their own committees for medicinal products which
compile essential lists. The manner of selection of committee members is completely nontransparent and the criteria for their selection are unknown.

mandatory for all cantons, and the B-List with a
prorated participation of the Fund, as speci ied by
cantonal decisions, in accordance with the inancial
capacity of the cantons. According to the Rule Book on
Detailed Criteria for Selection of Medicinal Products,
Procedure and Manner of Compiling Lists of Medicines
in the Federation of BiH,¹⁴¹ the lists of medicines are
de ined as follows:
1) List of Medicines covered by Compulsory Health
Insurance of the BiH Federation, which implies
prescription medicines covered by compulsory
health insurance and the list is an integral part of
the lists of medicines of the cantonal compulsory
health insurance funds;
2) List of Medicines in Inpatient Care, which implies
medicines used in hospital facilities, covered by
compulsory health insurance and the list is an
integral part of the list of medicines used in
inpatient care within the territory of the canton;
3) Positive List of Medicines of the Canton, which
implies prescription medicines, covered by
compulsory health insurance of the canton;
4) List of Medicines used in Cantonal Inpatient
Care, which implies medicines used in cantonal
hospital facilities, covered by the cantonal
compulsory health insurance.
The Tuzla Canton Health Insurance Fund contributes one
ifth of its funds to the positive list of medicines. We
accepted the complete list of medicines published by the
Ministry of Health of the BiH Federation. On our positive
list, we have 1,043 protected forms of medicinal products
funded by the Fund. We have both the A-List and the BList: the A-List comprises 1,035 medicines which are
100% funded by the Fund, while the B-List comprises 3
medicines which are 100% funded by the Fund, and 3
medicines with the Fund's 20% share in a total cost.
(Mirsad Hodžić, Director of the Tuzla Canton Health Insurance
Fund)

Speaking about transparency, these lists of medicines
have been sent everywhere except to me, the minister.
They were put away in some of ices, pushed around. Why?
Probably because the work is not done in a transparent
way. What can be done from the ministerial position to
improve the transparency of the list of medicines in the
Una-Sana Canton? I think that if there is no personal
interest involved, the lists can be compiled in such a way
that they suit patients and this is not a problem at all.
(Hazim Kapić, Health Minister, the Una-Sana Canton)
Our autonomy is jeopardized by the fact that professional
medical associations and chambers are not involved in
the compilation of positive list of medicines or
development of guidelines for treatment of certain
diseases. Nor do they participate in the work of
committees for medicinal products. It is our view that
doctors must participate in the work of committees for
medicinal products. The problem is the way in which
these committees were formed in the BiH Federation.
(Smiljana Viteškić, Vice Chair, Medical Chamber of the BiH
Federation)¹⁴²

In the Republika Srpska, the procedure is diﬀerent:
List A: insured persons pay a share amounting to 10%
of the reference price of a medicinal product (lowest
oﬀered price of the medicinal product) except the
categories exempted from medication co-payment
requirement. List B: all insured persons pay a share of
up to 50% of the reference price of the medicinal
product.
SOLIDARITY FUND OF THE FEDERATION OF BiH
The Solidarity Fund of the Federation of BiH, as
explained above, was established in 2002 to fund the
healthcare services which are in very short supply for
which some cantons do not have appropriate
conditions, and to fund certain priority and preventive
programmes in primary health care. As stipulated by
the existing Rule Book,¹⁴³ the medicines list of the

¹⁴¹ Of icial Gazette of the BiH Federation, No 45, 12 June 2013.
¹⁴² Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017
¹⁴³ Rule Book on Detailed Criteria for Selection of Medicinal Products, Procedure and Manner of Compiling a List of Medicinal Products of the
Solidarity Fund of the Federation of BiH, Article 4.
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FINDING VIII - Non-transparent methodology of preparing a proposal
for placing a medicinal product on the Solidarity Fund list
There are a number of open issues: Is the Commission for Determining the Right to Use a
Medicinal Product, in terms of this Instruction, authorized to negotiate with manufacturers of
medicinal products and in what way does the Commission prepare proposals for the Governing
Board? The provisions of this Instruction are unclear and ill-de ined and leave much room for
manipulation and machination. One should note in particular that the funds of the Solidarity
Fund are used for funding medicinal products and treatment of severe diseases, which are very
expensive.¹⁴⁴

Solidarity Fund comprises hospital medicines, which
is proposed by the Federation Minister of Health and
approved by the Government of the Federation of
BiH.¹⁴⁵ Medicinal products are placed on and removed
from the list in the following ways:
1) In response to applications submitted by the
persons referred to in Article 12 of the Rule Book
(manufacturer, representative) for a medicinal
product to be placed on, or removed from, the list
of medicines at least twice a year;
2) At a minister's proposal;
3) On the basis of the Financial Plan of the Federation
Fund;
4) By reason of a change in prices of medicinal
products in accordance with the regulation for
surveillance of medicine prices.
It is indicative that the option of placing a medicinal
product on the Solidarity Fund list at the proposal of
the Federation Health Minister provides great
discretionary powers. The following questions remain
open: what is the basis for the Minister's decision
/proposal; and why patient associations and
professional organisations may not submit an
application for placement of a medicinal product on a
list?
There is no institutional arrangement to allow patients to
engage in making proposals for placement of medicinal
products on the lists of the Solidarity Fund of the BiH
Federation, but we have good cooperation with all
associations. They come to us with certain initiatives,
certain regulations come to us, but again, this is a matter
for the Federation Ministry of Health. They have
professionals, bodies, to consider all that. (Nedžad Redžep,
Deputy Director, Health Insurance and Reinsurance Fund of
the BiH Federation)

Opportunities are open to us: on each irst Wednesday of
the month we hold a meeting and we can propose
changes to the legislation, we can give opinions about
orthopaedic aids, procurement of medicinal products, we
can give suggestions and raise objections. I do not
understand why there is no such cooperation in the
Federation between the Fund and patient associations.
(Azra Ikalović, President, Association of Breast Cancer
Patients in BiH)
We meet every month with the association of cancer
patients to see where we stand. There are no patients as
active participants in the committees of the RS Health
Insurance Fund, which is bad, but patient associations
participate equally in making requests – patient
associations or individuals with a certain disease.
Because patients often ind out about a new medicine or a
treatment, I must admit, before those who make
decisions. (Nataša Grubiša, Deputy Director, the Republika
Srpska Health Insurance Fund)
We also cooperate with some associations. Some are more
energetic with their requests, some less. Recently, we
responded to requests made by an association of disabled
persons – paraplegics and are currently negotiating with
the association of diabetic patients “Insula” about their
rights to lancets and test strips, which is now being
considered. (Boris Vidović, Head of Department for Medicinal
Products of the Health Insurance Fund of the HerzegovinaNeretva Canton)¹⁴⁶

The funds of the Solidarity Fund of the Federation of
Bosnia and Herzegovina may be used to cover the
costs of only those medicinal products which are
speci ied on the medicines list of the Solidarity Fund,
according to the Instruction for the Implementation of
the Decision on the FBiH Solidarity Fund's Medicines
List.¹⁴⁷

¹⁴⁴ Portal Faktor.ba, “We do not have medicinal products that prolong life”. “These are medicinal products against melanoma and lung cancer,
which prolong life considerably for 20 percent of the patients. Data indicate that the price of one year of Keytruda therapy is about 160,000 USD,
and Opdivo more than 100,000 dollars“. http://www.faktor.ba/vijest/imunoloska-terapija-lijecenja-raka-nije-dostupna-u-bih-nemamo-lijekovekoji-produzavaju-zivot-202188
¹⁴⁵ Article 44, paragraph 1 of the Pharmacies Act, Of icial Gazette of the Federation of BiH, No 40/10
¹⁴⁶ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁴⁷ Instruction on the Implementation of the Decision on the Medicines List of the Solidarity Fund of the Federation of BiH, April 2016.
http://www.fedzzo.com.ba/bs/dokument/uputstvo-o-primjeni-odluke-o-listi-lijekova-fonda-solidarnosti-federacije-bosne-i-hercegovine/214
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Exceptionally, the Governing Board of the
Federation Health Insurance Fund may, if it is
medically justi ied, upon a proposal by the
Commission for Determining the Right to Use a
Medicinal Product, approve a precisely de ined
quantity of medicinal products required for a
certain number of patients, which are not on the
Solidarity Fund List. A precondition is that the
procurement of these medicinal products is funded by
the manufacturers of those medicinal products in
the amount of 50% and co-funded by the Federation
Solidarity Fund, regardless of whether or not the
medicinal products funded under this arrangement
are authorised in BiH. The Commission for
Determining the Right to Use a Medicinal Product is
established by the director of the Federation Health
Insurance and Reinsurance Fund, with a prior consent
of the Federation Minister of Health.
At an anniversary of the multiple sclerosis association, I
heard that patients had appealed to pharmacists to
adjust the prices and make them more favourable for us,
the contracting authorities, so that a larger number of
people on the waiting lists could be covered and many
more cases resolved. (Nedžad Redžep, Deputy Director,
Health Insurance and Reinsurance Fund of the BiH
Federation)¹⁴⁸

In Croatia, it is possible to reduce prices of
medicinal products on the essential medicines list in
order to ensure broader availability of a hospital
medicine, as agreed between the bidder and the
contracting authority. Namely, the Core List of the
Croatian Health Insurance Fund contains medicinal
products for treatment of rare diseases and they are
all available 100% to insured persons. In order to
ensure availability of medicinal products for treatment
of rare diseases, some medicinal products are placed
on a List of Particularly Expensive Medicines, which
means that the Croatian Health Insurance Fund, within
its capabilities and available funds, earmarked a
certain amount of funds for treatment of rare diseases
in a way that the cost of such treatment does not fall
on hospital budgets. When placing an original
medicine on the Core or Supplementary List of
Medicines in Croatia, the use of which was proposed
through a pharmacoeconomic analysis for a limited
number of insured persons, the funding ratio for this
medicinal product can be arranged by a special

agreement between the marketing authorization
holder and the Health Insurance Fund. The Health
Insurance Fund commits to securing funding for a
precisely speci ied number of insured persons and
the marketing authorization holder commits to
ensuring supply of the medicinal product for other
insured persons at its own expense.¹⁴⁹ The number
of medicinal products on the List of Exceptionally
Expensive Medicines in Croatia is constantly on the
rise, growing from 8 medicinal products in 2005 to 83
medicinal products in 2015.
In Croatia, for example, ensuring availability of the
most modern therapy options for doctors and patients
and control of medicinal product cost growth are
solved in a diﬀerent way.¹⁵⁰ ”The proposal for
placement of innovative medicines on the list or
extension of indications of use of medicinal products
must also contain an analysis of the impact of the
proposal on the budget of the Croatian Health
Insurance Fund (HZZO) in accordance with the ISPOR
guidelines for good practice in planning a budget
impact assessment. When placing an original medicine
on a list with a potential to increase the costs, the cost
sharing for the particular medicinal product must be
arranged in a separate contract between the
marketing authorization holder and the HZZO.
The Fund commits to ensuring the funding for
treatment of a speci ic number of insured persons
and the marketing authorization holder commits
to ensuring supply of medicinal products for the
remaining insured persons at its own expense, or
the price is speci ied incrementally in relation to the
number of insured persons using the medicinal
products. When concluding the contract, the HZZO
must take into consideration the overall spending on
all medicinal products within a therapy indication.
Accordingly, the contracts that are proposed and
concluded are such that they limit spending on whole
indications in a period of several years. The marketing
authorization holders, if they wish so, may submit to
the HZZO a connected bid in which the proposal
related to the medicinal product considered by the
Committee for Medicinal Products is linked to the
parallel proposal for reduction of the price of the
medicinal product which is already on the Fund's core
list. In this way, new medicinal products are

¹⁴⁸ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017
¹⁴⁹ 13. CONGRESS OF CROATIAN HEALTH INSURANCE MEDICAL EXPERTS, Sveti Martin na Muri, 08-10 October 2015.
¹⁵⁰ Source iNova, CARPC newsletter, issue 2, p. 3: http://i i.hr/downloads/inova-02.pdf
50

introduced onto the HZZO lists without raising the
overall spending on medicinal products, considering
that the spending on new medicinal products is

compensated by the reduction of spending on
medicinal products which are already on the lists.”

4.3. Labelling of medicinal products

T

he BiH Medicinal Products and Medical Devices
Act speci ies in Article 71 the rules concerning
the “labelling of medicinal products”:

(1) Medicinal products marketed and distributed in
BiH must be labelled on the outer and immediate
packaging indicating basic information about the
medicinal product in one of the of icial languages
used in BiH.
(2) The information from paragraph 1 of this article
may be provided in one or more foreign languages
provided that the content of the text is identical in
each language.
(3) Each packaging of medicinal products marketed in
BiH must contain a package lea let –
information for patients – written in one of the
of icial languages used in BiH and which
corresponds to the summary of the main
characteristics of the medicinal product, unless the
necessary information has already been provided
on the outer packaging.
(4) The information for patients must contain at
least the basic information about the medicinal
product (name, generic name, qualitative and
quantitative composition, pharmaceutical form,
strength and packaging form), about the
manufacturer, the marketing authorization holder,
method of use, indications, contraindications,
safety measures, posology and administration,
adverse eﬀects, expiry, storage and any other
necessary information.
(5) The outer packaging of the medicinal product
must contain at least the basic information
about its characteristics (name, generic name,
quantitative and qualitative composition of active
substance, pharmaceutical form, strength and
packaging form), about the manufacturer, the
marketing authorization holder, posology and
method of use, method of storing, expiry, batch

number, the marketing authorization number and
other identi ication codes, special warnings and
other necessary information.
(6) The immediate packaging must contain at least
the basic information about the medicinal
product (name, generic name, quantitative and
qualitative composition of active substance,
pharmaceutical form and strength), about the
marketing authorization holder, expiry date, batch
number and any other necessary information if it
is allowed by the size of the immediate packaging.
(7) The manner of labelling medicinal products, the
structure and content of the information in the
lea let for patients, instructions for disposing of
the medicinal product in case of its malfunctioning
or incompliance as well as any speci ic rules for
packaging and labelling of medicinal products to
be used exclusively in health care facilities shall be
prescribed by the Minister of Civil Aﬀairs upon the
recommendation by the Professional Board of the
Agency for Medicinal Products and Medical
Devices of BiH
With regard to labelling of medicinal products, it is
interesting to note the address by the Sarajevo Canton
Prime Minister, Elmedin Konaković , (Action Strategy,
Prime Minister's Address),¹⁵¹ where he stated that
“from a strategic point of view, it is necessary to
review the list of essential medicines and adopt
completely generic names. In case of chronic diseases,
we should procure and distribute medicinal products
which need not be in the original expensive packaging
and a speci ic quantity of medicinal products
prescribed by the doctors should be procured in bulk
and then packaged in ordinary bottles, of course, with
their barcodes.” The intention of cantonal Prime
Minister Konaković to make savings wherever
possible is understandable, considering the
unfavourable inancial situation of the health sector in

¹⁵¹ Directions of Activities of the Sarajevo Canton Government 2014-2018, address by Prime Minister Elmedin Konaković , p. 10, available at:
http://vlada.ks.gov.ba/sites/vlada.ks.gov.ba/ iles/elmedinkonakovic.pdf
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the Sarajevo Canton. The proposal to use generic
names is a practice known in the world, as one of
the measures for making savings in public spending on
medicinal products. For example, in the USA, between
2007 and 2010, consumption of prescription
medicines was recorded as considerably lower and
grew at an average annual rate of only 0.7% compared
to 6.3% as recorded in the period between 2000 and
2007, with long term average (from 1960) of 4.6%.¹⁵²

This slowing down of consumption is largely
attributable to increased prescription of much cheaper
generic medicinal products.¹⁵³ However, the proposal
to “procure medicinal products in bulk for chronic
diseases, and pack them in ordinary bottles” is in
contradiction with the Medicinal Products and
Medical Devices Act of Bosnia and Herzegovina
(Article 71) and international standards.

4.4. Clinical trials

C

linical trials are scienti ic medical trials
conducted on healthy and sick subjects who
consented voluntarily to participate in the trials.
Clinical trials gather data on ef icacy and safety of
administration of medicinal products, medical
devices, diagnostic methods, disease prevention
methods, medical procedures (e.g. surgical
procedures) or methods of treatment. Both new
medicinal products and medicinal products already
approved which can be tested in additional indications
(with other diseases) are tested in new forms, on
special sub-groups of patients, etc. Clinical trials are an
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important and inevitable part of progress of modern
medicine, treatment of diseases and health care. All
medicinal products we take (e.g. painkillers, medicinal
products for allergies or hypertension) have
undergone the procedure of clinical trials.¹⁵⁴
Clinical research has great economic importance. The
ranking list of the largest 20 investors into research
and development in the world in 2016 contains as
many as 6 pharmaceutical companies. (Table
below)¹⁵⁵

¹⁵² Council of Economic Advisers, 2014.
¹⁵³ On Health from an Economic Perspective, group of authors, Zagreb Institute of Economics, 2014.
¹⁵⁴ Source: www.klinickaispitivanja.hr
¹⁵⁵ PwC's Strategy & Ranking List for 2016, http://www.strategyand.pwc.com/innovation1000

GENERAL CONCLUSION III - Clinical trials in BiH are well regulated
So, clinical trials, in terms of payments by the sponsor (most often pharmaceutical companies),
in BiH are regulated by the Rule Book of the Agency for Medicinal Products and Medical Devices
of BiH and by rule books of the institutions in which they are performed. The Agency's Rule Book
speci ies an obligation of concluding a contract between the sponsor and the healthcare
institution, and submission of a report on inancial transactions to all participants of the
research process. The Rule Book of the healthcare institution regulates the amount to be paid to
the institutions itself and to the hired staﬀ, with an obligation to pay the funds into the account of
the institution. Patients who participate as subjects in a clinical trial have access to new,
otherwise unavailable, medicinal products, which are often made available to them after the
completion of clinical trials, provided that there is clinical bene it, until the medicinal products
are authorised. Clinical trials are useful for the health system, because the cost of treatment and
diagnostic procedures in clinical trials, as a rule, is covered by the sponsor, which alleviates the
inancial burden on the health system. For example, in many trials involving malignant
diseases, therapy is extremely expensive and through the trials one obtains the most recent
therapy at the expense of the trial sponsor. Clinical trials also have considerable scienti ic value,
because they make it easier for those involved in them as researchers to gain experience and use
such therapy in standard practice.¹⁵⁶

Clinical research in Bosnia and Herzegovina is
regulated by the Rule Book on Clinical Trials of
Medicinal Products of Agency for Medicinal Products
and Medical Devices of BiH¹⁵⁷ The Rule Book speci ies
in its Article 40 that:
(1) Clinical trials may be conducted in one or a
number of healthcare institutions proposed by the
clinical research sponsor.
(2) If a clinical trial is conducted in a number of
healthcare institutions on the territory of BiH, the
clinical research sponsor shall specify the main
location where clinical research will be conducted.
(3) The sponsor shall conclude a contract with a
healthcare institution for the performance of
clinical research.
(4) The contract referred to in paragraph (3) of this
article shall specify: the conditions and manner
of conducting certain clinical trials in a
healthcare institution, amount and manner of
payment of that amount of money which the
clinical trial sponsor is due to the healthcare
institution for the use of the capacities of the
healthcare institution for the purpose of
conducting clinical research, number of health
workers and other persons participating in the
performance of clinical trials, who are employed
in the healthcare institution and other questions
important for regulation of their mutual relations.

(5) The healthcare institution referred to in paragraph
(1) of this article must ensure the conditions for
the work of researchers and unhindered work
of monitors, auditors and authorized persons
of the Agency controlling clinical trials in
accordance with the law, this Rule Book and
guidelines of good clinical practice.
Article 61 of the Rule Book speci ies that it is
necessary to submit a short description of the
funding of clinical research, as well as information
on inancial transactions and damaged paid out to
the subjects and researcher/research point for
participation in clinical trials, as well as a
description of every other agreement between the
sponsor and the research point.
Apart from the above mentioned Rule Book of the
Agency for Medicinal Products and Medical Devices of
BiH, clinical research is also regulated by rule books of
the institutions (example of the Rule Book of the
University Clinical Centre in Tuzla in the footnote)¹⁵⁸
in which clinical trials are taking place. For example,
the Tuzla University Clinical Centre's Rule Book
provides that after approval of a certain clinical trial
by the Ethical Committee and issuance of
authorization by the Agency for Medicinal Products
and Medical Devices of BiH, a contract is concluded for
the performance of clinical trials between the clinical
trial sponsor or contracted research organization and
the institution.

¹⁵⁶ Portal novilist.hr, http://www.novilist.hr/Vijesti/Rijeka/U-Hrvatskoj-sve-manje-studija-novih-lijekova-rijecki-KBC-prednjaci-po-brojuklinickih-ispitivanja
¹⁵⁷ Agency for Medicinal Products and Medical Devices of BiH, www.almbih.gov.ba/_doc/klinicka/nacrt_pravilnik_o_kl_st_lijeka_15022016.pdf
¹⁵⁸ Rule Book for Conducting Clinical Trials for Medicinal Products and Medical Devices in the Public Health Institution – University and Clinical
Centre Tuzla, http://www.ukctuzla.ba/ukctuzla/wp-content/uploads/2016/02/Pravilnik-o-klinickim-ispitivanjima-2016-1.pdf
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FINDING IX - In BiH, no one has an obligation to comply with
the EFPIA Disclosure Code
There have been many media reports about the problem of rewarding doctors by
pharmaceutical companies.¹⁵⁹ The Code of the European Federation of Pharmaceutical
Industries and National Associations (EFPIA) based on “the Tajani Guiding Principles for the
Promotion of Good Governance in the Pharmaceutical Industry”, adopted by the European
Commission in 2013, commits all its members to publicizing data on all amounts of money given
to health workers and organizations. For citizens of 33 European countries, these are now public
data. No domestic manufacturer of medicinal products is a member of this European
Association, so, formally, they have no obligation to comply with the Data Disclosure Code.
Foreign manufacturers of innovative medicinal devices in BiH are currently in the process of
joining EFPIA, and when they become members, they will have an obligation to comply with the
provisions of the Data Disclosure Code.

The clinical trial contract, among other things,
regulates payments to the institution, chief
researcher and members of the research team and
related taxes and contributions, as well as the
manner of distribution of assets, where at least
30% of the total value of clinical research belongs
to the institution, then the payment for diagnostic
procedures conducted for the purpose of clinical trials,
the issue of the subjects' insurance against any
damage to health as a consequence of the
participation in clinical trials, payment of damages,
possible payments to the subjects for their

participation in clinical trials, ownership of the
research results, manner of publication, manner and
terms of keeping the documentation, con identiality of
the documentation, etc. The Rule Book of the
University and Clinical Centre in Tuzla also speci ies
that all payments by the clinical trial sponsor or the
contracted research organization to which the trial
sponsor transferred special authorization are made
to the account of the institution, which is
responsible for payment of taxes and
contributions and payment to the chief researcher
and research team members.

4.5. Advertising medicinal products among professionals and
prescribing medicinal products

A

ccording to the provisions of the current BiH
Medicinal Products and Medical Devices Act
and Rule Book on the Manner of Advertising
Medicinal Products and Medical Devices, when
advertising medicinal products and medical devices, it
is not allowed to encourage professionals to
prescribe, dispense, procure, recommend use or
purchase of a medicinal product or medical device
by means of oﬀering or giving compensation in the
form of money or gifts or giving or making available
any other form of personal gain, or by making
promises or giving bene its or awards. Promotional
meetings must always be limited to the basic purpose
of the meeting, i.e. training, not promotion of
medicinal products.
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Patients ind out about a new medicinal product mainly
from talking to us, doctors, and we give them information
we receive from pharmaceutical companies.
Pharmaceutical companies, as you know, organize
regular presentations of their medicinal products for
doctors. Doctors, autonomously and limited by the rules
of the Fund and the medicines list, prescribe these
medicinal products. I think we should receive more
training at other levels, too, not only from
pharmaceutical companies. I think this should be
regulated well. Training should be left to professionals,
medical chambers and professional associations which
have their training commissions. It is true that what
these pharmaceutical companies do is evaluated by
medical chambers. Medical chambers are involved in
training, but I still believe that professionals must
conduct the training, although, under these conditions,
chambers do not have suf icient capacities to deliver
large-scale training programmes for doctors. We have
members who are exceptional, but cannot develop their
full potential because of the way in which we are treated
by the state and the entities. (Smiljana Viteškić, VicePresident, the Medical Chamber of the BiH Federation)

¹⁵⁹ Example, portal Zurnal.info, http://zurnal.info/novost/19951/milionska-izdvajanja-za-nagrade-ljekarima

Last year, twelve pharmaceutical companies operating on
the market of BiH with innovative, original medicinal
products, with a view to making certain processes in the
health sector clear and transparent, adopted a code of
ethical conduct for innovative companies, members of the
Association (UIPL) in their relations with doctors. Even in
BiH, with its insuf iciently transparent health sector, the
industry has shown how serious it is. It regulates itself
alone, and it has adopted a code alone regulating how
pharmaceutical companies will behave towards doctors,
concerning their relations, visits, contacts, seminar
organization. We have also adopted a code of conduct
towards patients, where it is regulated how the
companies – members treat patients' associations, ways
of communication, support, etc. So, the innovative
pharmaceutical branch has regulated its operations and
complies with very strict standards. The companies
working here follow the same rules as in Switzerland,
England or any other country of the world. The state
should recognize this as a contribution to transparency of
the market and any business coming to BiH – knowing
that one segment of the industry such as pharmaceutical
industry is transparent – will decide to come to this
market. In all countries of the world, other companies,
innovative and other manufacturers, aspire to having
such a code. Very soon, all manufacturers in the
pharmaceutical industry will follow very similar rules
(Ana Petrović, Director, the Association of Innovative
Manufacturers of Medicinal Products in BiH; UIPL)
When it comes to the code of transparent business
operations of the pharmaceutical industry, or ethical
advertising of medicinal products among the
professionals, the doctors hold an opinion that everything
should be transparent and that they are included in the
transparency system, which is a professional
requirement. (Smiljana Viteškić, Vice-President, the Medical
Chamber of the BiH Federation)¹⁶⁰

The pharmaceutical companies in BiH have no
obligation to provide the data on costs of their
cooperation with doctors. They must follow certain
rules on their own responsibility. In the Republika
Srpska, in 2013, a change was introduced in the
way of prescribing medicines which had an
important impact on the pharmacist-doctor
relationship.¹⁶¹ Practice of prescribing the generic
name of medicinal products was introduced, and there
is no need for regulations restricting the in luence of
pharmaceutical companies. However, there still
remains the question of detailed regulation of the

relations between the pharmaceutical industry
and pharmacists in this context, because a
possibility of in luencing the doctor has just been
transferred to the pharmacist.
ON THE PRESCRIPTION OF MEDICINES IN BIH
The doctor-doctor, doctor-pharmacist, doctor-patient,
patient-pharmacy communication – there are various
segments here to consider and various levels of
communication, in particular the communication
between the primary and the secondary health care
levels. There are situations in which a patient goes from
primary care to secondary care, there are bene iciaries of
services without a doctor's report, without
communication, where a patient has his or her therapy
protocol which perhaps must not be changed because
there is a medicinal product they use, and it is good for
them and is prescribed by a specialist. However, over
there, they will be given another medicinal product
because they do not know what the patient uses. This is a
banal example, but it happens in practice. The patient
will take another set of medicinal products, moving the
irst one away to their home pharmacy or throw it away.
We are not aware at all what waste this is. (Goran
Lončarević, Health Committee, the Republika Srpska National
Assembly)
The guidelines issued by the cantonal health insurance
funds by all means encroach on the autonomy of the
medical profession. We are often limited to prescribing
medicinal products which are good for our patient,
because we know him or her, but we have guidelines from
the cantonal health insurance fund and we prescribe
another. We support the Fund's control, but not to the
extent that there are penalties for the doctors who, let's
say, made a mistake in prescribing a medicinal product.
We are not against a control system for prescribing
medicinal products by the Fund, but professionals must
also take part in the adoption of these guidelines through
their medical chambers. (Smiljana Viteškić, Vice President,
the BiH Federation Medical Chamber)
We have observed an evident problem when prescribing
medicines, and it is polypragmasia (unnecessary
prescription of a number of medicines, disregarding
interaction of such combinations and side-eﬀects,
author's remark), which is one of ive leading causes of
death in America. (Boris Vidović, Head of Department for
Medicinal Products of the Herzegovina-Neretva Canton Health
Insurance Fund)

¹⁶⁰ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁶¹ Spokesperson of the Republika Srpska Health Insurance Fund, Darija Filipović Ostojić
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In August - you were speaking about polypragmasia as an
evident problem in terms of treatment costs and harmful
eﬀects for the patients' health – we will oﬀer a
programme which will make it possible for each
pharmacist in BiH, while performing their regular duties,
to receive an instant signal in a multitude of medicinal
products prescribed to a patient that two particular
medicinal products cannot go together and oﬀer a
medicinal product that suits the patient considering all
the medicinal products prescribed to the individual. In
this way, you will have a justi iable reason to call the
doctor who prescribed this therapy. This protects
patients' health, increases reputation of the doctors and
pharmacists working on this. (Zahida Binakaj, President,
the Pharmaceutical Chamber of the BiH Federation)¹⁶²

“Considering that the Agency for Medicinal Products
and Medical Devices of BiH has only three
pharmaceutical inspectors, whose jurisdiction
encompasses complete production and sale of
medicinal products and medical devices in BiH, for the
time being, no inspection has taken place in relation to
the advertising of medicinal products and medical
devices among the professionals”, Tijana Spasojević Doš en, Head of Department for Information on
Medicinal Products and Medical Devices of the Agency
told the Zurnal magazine.¹⁶⁴

In Croatia, the Croatian Health Insurance Fund
(HZZO) requested a detailed report in 2010 from
pharmaceutical companies on costs of their
cooperation with the doctors. The majority of
pharmaceutical companies claimed then that this was
not necessary and that they had their internal codes
and books of rules. This was not enough for the Fund
and Croatian legislators and they compelled the
companies to sign contracts on ethical advertising
of medicinal products if they wanted to operate in
Croatia. In this way, pharmaceutical companies have
an obligation to transfer 3% of their annual turnover
to the Fund which maintains a strict control over this
money and uses it for doctors' training, trips and
congresses. From 2010 to today, by means of the
Contract on Ethical Advertising, the Fund managed to
ensure ethics in the advertising of medicinal products
and transparency through contractually speci ied
rights and obligations”.¹⁶³ In this way, the Fund has
exact knowledge of how much money individual
pharmaceutical companies have spent and on which
doctor. In 2013, pharmaceutical companies in Croatia
reported a spending of 29.8 million Croatian kunas on
doctors. Honorariums were paid directly to 3,000
doctors and twice as many doctors received some
form of gift, the Croatian Fund reported. As from 2015,
manufactures of medicinal products in Croatia have an
obligation to release publicly detailed reports on
their spending on doctors.

¹⁶² Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁶³ Croatian Health Insurance Fund (HZZO) for portal Zurnal.info, http://zurnal.info/novost/19951/milionska-izdvajanja-za-nagrade-ljekarima
¹⁶⁴ Portal Zurnal.info, published on 10 August 2016, http://zurnal.info/novost/19951/milionska-izdvajanja-za-nagrade-ljekarima
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FINDING X - Questionable surveillance capacities
The Strategic Plan for the Reform of the HealthCare System of the Federation of BiH for the
period 2008-2018 (page 25) records the problems in surveillance and control system and
proposes: “It must be ensured that pharmaceutical inspections are staﬀed strongly, that they
are well organized and that they strictly comply with the rules and regulations. Considering that
surveillance of medicinal products and pharmaceutical inspections in the BiH Federation are
insuf icient, the situation must be improved”. As there are no publicly available reports on the
implementation of the Strategy, which we addressed in the preceding chapters, it is hard to
determine the level of progress made in this regard.

4.6. Medicinal products market surveillance

A

ccording to the Rule Book on Internal
Organization of the Agency for Medicinal
Products and Medical Devices of BiH,¹⁶⁵ the
Inspectorate of the Agency which carries out the
duties under the BiH Medicinal Products and Medical
Devices Act inspects the implementation of the law
and other regulations in the area of manufacture,
trade, control of quality of medicinal products and
medical devices, monitors the accuracy of labelling of
medicinal products, de ines the quality system in
accordance with the good manufacturing, laboratory
and test laboratory, transport, storage and clinical
practices.
The Inspectorate also inspects the advertising of
medicinal products and medical devices, collection,
processing and inal disposal of pharmaceutical waste.
As part of their regular activities, the employees of the
Inspectorate have a right and obligation to instruct
performance or take action in accordance with the
Bosnia and Herzegovina Medicinal Products and
Medical Devices Act. According to the job classi ication
de ined in the Rule Book of the Agency, there are three
persons employed in the Agency’s Inspectorate for
Pharmaceutical Wholesale, one in Sarajevo, one in
Banja Luka and one in Mostar. The inspectors of the
Agency's Inspectorate, under the job classi ication,

are: inspector general, production surveillance
inspector (2 positions, Banja Luka and Sarajevo),
inspector for wholesale distribution surveillance (3
positions, Banja Luka, Sarajevo and Mostar), inspector
for laboratory and clinical practices surveillance (1
position), inspector for pharmacovigilance and
materiovigilance (1 position, Mostar). Not all positions
are staﬀed. Apart from the inspector general, at
present, there are 4 inspectors at the Agency who
perform duties related to both medicinal products and
medical devices.
The scope of work of the Agency for Medicinal Products
and Medical Devices in BiH is wide, including the granting
of marketing authorizations for medicinal products,
renewing authorizations, clinical trials, market
surveillance, proposing the essential medicines list,
pricing of medicinal products, monitoring adverse eﬀects
of medicinal products, which is a very important duty
which we cannot carry out fully. The problem of
employment in the BiH institutions is very pronounced.
Distribution of experts in the Agency, compared to other
regulatory bodies in the region and Europe, is not
balanced well. We need experts, primarily pharmacists
and doctors, and fewer administrative staﬀ. In Denmark,
where 350 people work in the Agency, they do not have a
single driver and we have four. (Jelena Aničić, Technical
Adviser for Quality Assurance, the Agency for Medicinal
Products and Medical Devices of BiH)¹⁶⁶

Rule Book of the
Agency for
Medicinal
Products and
Medical Devices
of BiH on Internal
Organization¹⁶⁷
¹⁶⁵ Rule Book of the Agency for Medicinal Products and Medical Devices of BiH on Internal Organization, link to document:
http://www.almbih.gov.ba/_doc/o-nama/Pravilnik_i_sistematizacija_almbih.pdf
¹⁶⁶ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017
¹⁶⁷ Rule Book of the Agency for Medicinal Products and Medical Devices of BiH on Internal Organization, link to document:
http://www.almbih.gov.ba/_doc/o-nama/Pravilnik_i_sistematizacija_almbih.pdf , p. 42.
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4.6.1. Federation and cantonal pharmaceutical inspections

S

urveillance of sale of medicinal products in the
BiH Federation is regulated by several pieces of
legislation: the Pharmaceutical Activity Act,¹⁶⁸
the BiH Federation Medicinal Products and Medical
Devices Act,¹⁶⁹ state-level Medicinal Products and
Medical Devices Act, the BiH Federation Health Care
Act.¹⁷⁰
In accordance with this legislation, the
responsibilities of the pharmaceutical inspection
in the Federation of BiH are the following:
ź

Surveillance of sale of medicinal products and
auxiliary medicinal products;

ź

Surveillance of the content and quality of
pharmaceutical services;

ź

Surveillance of the manner of dispensing
medicinal products;

ź

Surveillance of implementation of means and
methods in laboratory diagnostics and its
harmonization with the standards;

ź

Surveillance of the manner of keeping and using
appropriate medical documentation and records
in the pharmaceutical business;

ź

Surveillance of organization and performance of
internship and pharmacy residency training;

ź

Surveillance of treatment of patients by
pharmaceutical workers and other staﬀ;

ź

Surveillance of the legality of work of
pharmaceutical institutions and legality of the

rules made by the institutions in the
pharmaceutical ield;
ź

Surveillance of prices of medicinal products;

ź

Surveillance of pharmaceutical waste
management and disposal;

ź

Drafting monthly reports and their submission
to the chief cantonal inspector;

ź

Performing other inspectorial duties in
accordance with the authority provided in
certain laws and other regulations, upon such
instructions of the chief cantonal inspector and
director of the Cantonal Inspection Authority.

The contracts signed with pharmacies give us a
possibility and make an obligation for us to control
contracts we signed with the contractual pharmacies,
and, on the other hand, with the family medicine teams or
doctors, or with their mother health institutions. We
control both the pharmacies and the doctors. Our
experience shows that no one likes being controlled, at
least initially, until it becomes evident that it is mutually
bene icial. If we control doctors, then it is performed in a
way that it is respectful on both sides, maintaining the
partnerships. We have data from the electronic
prescription databases and we compare them with live
data from the health cards. We have reduced the number
of errors. On a monthly basis, we have about 85.000
prescriptions, of which about 1.000 were de icient
prescriptions, which has now gone down to an average of
ten. (Boris Vidović, Head of Department for Medicinal
Products, the Herzegovina-Neretva Canton Health Insurance
Fund)¹⁷¹

4.6.2. Inspection in the Republika Srpska

I

n the Republika Srpska, inspection is regulated
by the RS Inspections Act.¹⁷² The healthcare
inspector carries out inspection to check
compliance with the legislation relating to healthcare
provision, medicinal products and medical devices,
medicinal water, water for sanitary and recreational

purposes, devices of general use, sanitary and hygienic
conditions in facilities, non-ionising radiation,
chemicals and biocides, social, family and child's care
and inspections in all other administrative areas when
so de ined in a separate regulation.

¹⁶⁸ Of icial Gazette of the Federation of BiH, No 40/10
¹⁶⁹ Of icial Gazette of the Federation of BiH, No 109/12
¹⁷⁰ Of icial Gazette of the Federation of BiH, No 46/10, 75/13
¹⁷¹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁷² The Inspections Act of the Republika Srpska, Article 27, available at: http://www.paragraf.ba/propisi-republikesrpske/zakon_o_inspekcijama_u_republici_srpskoj.html
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4.7. Prices of medicinal products in Bosnia and Herzegovina

T

he prices of medicinal products on the BiH
market are regulated by the Rule Book on the
Manner of Price Control, Medicines Pricing and
Reporting on Medicines Prices in BiH.¹⁷³ Under the
Rule Book, wholesale prices in BiH are single prices
for the whole of BiH, de ined at the state level. There
is a possibility that retail prices of medicines (prices
of medicines in pharmacies) will continue to be
diﬀerent,¹⁷⁴ since retailer margins vary between the
two entities, but such deviations will be smaller than
they are now. The Health Insurance Funds may reduce
prices on their respective lists below the maximum
price level since the public procurement procedures
involve diﬀerent pharmaceutical companies which cut
their prices below the maximum price level just to be
awarded a contract. The maximum wholesale prices
of medicines will be determined against the prices
of the same medicines in the reference countries
(an average value of wholesale prices of medicines in
the reference countries is the maximum wholesale
price for the BiH market). The reference countries for
the calculation of prices are Serbia, Croatia and
Slovenia, and Bulgaria or Italy.
The Agency released by the end of January a
clari ication of the deadlines set for the submission of
maximum wholesale prices.¹⁷⁵
The Rule Book on Medicines Prices is most welcome as
regards pharmacy as profession, however, we had some
major objections because those who will be using the Rule
Book are the masters of the sciences of pharmacy and
they will feel the repercussions of the Rule Book more
than anybody else. Professional organisations were not
involved in the drafting procedure, and the Rule Book was
made without the medical chamber or the
pharmaceutical chamber being aware of the inal draft
nor did they receive previous drafts for feedback,
although, I think, we are most competent to assess the
rule book. On the one hand, there are very strict
parameters for equipment, space and staﬀ for
pharmaceutical activity, while on the other, you cannot
make money legally if you comply with everything that

the legislature imposed on you. There is no interaction
with us, our professional community has no impact on the
rules. I think that we all are the victims of a very
complicated political system where profession has
absolutely no in luence or has a very small in luence.
(Zahida Binakaj, President, the Chamber of Masters of
Sciences of Pharmacy of the BiH Federation)
Marketing authorization holders were given a deadline
by which they should submit to the Agency their proposal
for new prices calculated on the basis of the parameters
de ined in the Rule Book. The reference countries were
agreed on: Serbia, Croatia, Slovenia, and two alternative
reference countries, Bulgaria and Italy. There were many
con licting opinions and discussions. Before the Rule Book
was published, we discussed it with the marketing
authorization holders and some things were corrected in
the text, and we remain open to new corrections in prices,
if necessary. Further implementation should take place at
the entity level. The entity funds can keep the maximum
prices as such, or they can stipulate in their rule books
that the prices will be reduced. It is true that our
secondary legislation does not set a deadline for
implementation. We simply forgot it because we had
some other priorities. It is not ideal, it was the irst such
rule book, and we are expecting the real evaluation of its
implementation in about half a year when we shall see
whether such regulation is a good one. One potential
problem is that some marketing authorisation holders
may not be happy with maximum wholesale prices and
may leave the BiH market next year. But the
manufacturers interested in obtaining a marketing
authorisation in BiH will be able to see how the maximum
wholesale price is calculated and will know immediately
whether or not they should place their products on the
BiH market. (Jelena Aničić, Technical Adviser for Quality
Assurance, the BiH Agency for Medicinal Products and Medical
Devices)¹⁷⁶

Under the Rule Book, the level of a reference price of a
medicinal product is:
a) Up to 90% for the medicinal product on which the
patent protec on has expired or for the medicinal
product which has been granted a marke ng
authorisa on on the ground of its substan al similarity

¹⁷³ The Rule Book was not published in the early 2017, during the preparation of the Analysis. Only a draft regulation existed, which was available
for public feedback“. This is why, we add a clari ication and the link to the approved Rule Book on the Manner of Price Control, Medicinal Product
Price Setting and Reporting on Prices of Medicinal Products in BiH, Of icial Gazette of BiH, No. 03/17, submitted by the BiH Agency for Medicinal
Products and Medical Devices (the whole comment published at the end of the Analysis): http://www.almbih.gov.ba/dokumenti/regulative
¹⁷⁴ A statement by Director of BiH Agency for Medicinal Products and Medical Devices, Aleksandar Zolak, in an interview with Avaz.ba portal,
available at: http://www.avaz.ba/clanak/270357/zolak-inspekcijski-nadzor-nad-lijekovima-vrse-tek-dvije-osobe?url=clanak/270357/zolakinspekcijski-nadzor-nad-lijekovima-vrse-tek-dvije-osobe
¹⁷⁵ The new information for the marketing authorisation holders in BiH, BiH Agency for Medicinal Products and Medical Devices, 24 January
2017, Banjaluka, available at: http://www.almbih.gov.ba/_doc/vijesti/01-50.1-159-1_17.pdf
¹⁷⁶ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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with the innova ve medicine or on the ground of the
full literary documenta on (hereina er: a generic
medicine);
b) Up to 95% for the medicinal product which has been
granted a marke ng authorisa on on the ground of its
own complete documenta on (hereina er: an original
medicine);
c) Up to 100% for the medicinal product which contains a
completely new ac ve ingredient which has a
signiﬁcant impact on an increased chance of cure and
which is placed on the market in BiH for the ﬁrst me
on the ground of its own complete documenta on
required to market a medicine, provided that no
therapeu c and pharmacological equivalent
(hereina er: an innova ve drug) exists in BiH. Within
three years from the date of appearance of the ﬁrst
therapeu c and pharmacological equivalent on the
market in BiH or on the EU market, the parity price of
the innova ve medicine may be up to 100%, and
therea er up to 95% maximum (Ar cle 10 of the Rule
Book on the Manner of Price Control, Medicinal
Product Price Se ng and Repor ng on Prices of
Medicinal Products in BiH, “Oﬃcial Gaze e of BiH”, No.
03/17).
ON THE RULEBOOK ON PRICE CONTROL,
MEDICINES PRICING AND REPORTING ON
MEDICINES PRICES IN BOSNIA AND
HERZEGOVINA AND ITS IMPLEMENTATION
The retailer margins, as we know, are set by the entitylevel Trade Ministries. Here, there is a diﬀerence between
the two entities. Regarding the Public Procurement Act,
we have already reduced prices of ampoule medications
administered under hospital care and purchased through
public procurement, which means that the new Rule Book
will not aﬀect the prices of medicines. We in the Republika
Srpska developed quickly a new price calculation method
because we had already had a model under which the
lowest price on the market was a reference price. As from
1 June 2017, the invoices sent by pharmacies are accepted
only if they are made under the new Rule Book. (Nataša
Grubiša, Deputy Director, the Health Insurance Fund of the
Republika Srpska)
The BiH Medicinal Products and Medical Devices Act
should have regulated prices of medicines in BiH and
wholesaler and retailer pro it margins. However, the
shifting of responsibility from the state to the entities and
cantons led to a chaotic situation when it comes to selling

medicines. Because, under Article 84 of the Act, it is the
responsibility of the Agency for Medicinal Products and
Medical Devices of BiH. Our Chamber visited both the
Health Ministry of the Federation and the Director of the
Agency for Medicinal Products and Medical Devices. The
Legislative Of ice of the BiH Federation says that the Rule
Book cannot have priority over the Medicinal Products
Act which is the primary law that deals with the national
issue. This means that retail prices will again be subject
to manipulation. (Zahida Binakaj, President, Chamber of
Masters of Sciences of Pharmacy, BiH Federation)
Regarding the maximum prices, we included a maximum
price clause in the contracts concluded after the new
piece of secondary legislation (the Rule Book) was
approved, and it was possible also under the Public
Procurement Act, its section on price adjustment, and
that clause is automatically applied. First, a bid may not
be above the maximum price. If in the meantime there is a
medicine with a higher price or if a list sets lower prices,
it must be adjusted. Regarding the contracts without such
a clause, which are still valid – the Agency issued that
opinion – they can be changed on the basis of the Law of
Contract and Torts, and we made annexes to such
contracts. All future contracts will contain a price
adjustment clause. (Ranko Tošić, Health Insurance and
Reinsurance Fund of the BiH Federation, LL.M. and certi ied
public procurement trainer)
The Rule Book de ines prices of medicines based on
reference prices. We could procure some medicines in
Serbia which would be much cheaper, and some people
buy such medicines there, and the legislature should deal
with it and say whether or not this is correct. (Mirsad
Hodžić, Director, Health Insurance Fund, the Tuzla Canton)
There is problem with prices of medicines. We respect the
reference price as the maximum price of a medicine.
However, the law of supply and demand is a universal
law, which is valid everywhere and it should be respected.
That principle must be introduced in the procurement of
essential medicines for insured patients. There must be
an equal approach: on the one hand, the Solidarity Fund
of the Federation procures medicines which fall under its
reimbursement mechanism via tendering, while on the
other hand, some funds cover the prices which somebody
set as mandatory prices. We suﬀer a huge loss as we
violate the patients' right and the rights of health
professionals who should have a higher standard, we
waste money only because somebody set the prices and
ordered that we procure the quantities of medicines they
de ined, at those prices. (Muhamed Muharemović, Assistant
Director, Health Insurance Fund, the Tuzla Canton)¹⁷⁷

¹⁷⁷ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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FINDING XI - Decentralised public procurement system, preference given
to bids oﬀering long payment periods due to poor ﬁnancial situation
in the Funds, too low prices oﬀered, no adequate penal policy
to govern failure to comply with terms of a contract, etc.
The public procurement system in BiH is not centralized, which makes it even more complex.
Also, due to a bad inancial situation in Institutes, Funds and other institutions, preference is
often given to bids with long payment periods, not to bids oﬀering the lowest price, which
increases spending. In view of speci ic characteristics of medicines - medicinal products and
sophisticated medical aids guarantee health and life to patients - medicines may not come down
to solely the lowest price in the context of the “economically most advantageous tender”
criterion. Another problem in public procurement of medicines concerns dumping of products
(too low prices) which results in a supplier's inability to deliver goods, which is the reason why
the most vulnerable groups of patients are left without a therapy. The same problem is
sometimes caused by objections and appeals iled by bidders.

4.8. Public procurement of medicinal products in
Bosnia and Herzegovina178

A

s the subject of procurement, medicinal
products are the speci ic type of goods (they
have to ful il the set requirements regarding
their ingredients as speci ied on the product facts
label, quality and packaging requirements, etc.). For
the purpose of safeguarding patients' health, it is
dif icult to plan the necessary quantities of such goods
compared to the number of patients, which calls into
question respect for the principle of continuous
provision of healthcare to patients since under the
health protection principles, nobody may threaten
health of other people and healthcare services must be
provided continuously and uninterruptedly. Public
procurement of medicinal products is not
centralised in Bosnia and Herzegovina. The
essential medicines and most of medicinal products
available in pharmacies are procured by the 12 Health
Funds (1 in the Republika Srpska, 1 in the BiH
Federation and a total of 10 in the cantons).
The Health Insurance and Reinsurance Fund of the
BiH Federation is procuring medicinal products,
medical devices and health services the costs of which
are covered by the Solidarity Fund of the BiH
Federation via tendering. The procurement carried out
by the Federation Fund implies the entire public
procurement procedure. The cantonal Health
Insurance Funds as well as health facilities in the
BiH Federation¹⁷⁹ procure medical devices in
accordance with available budgets, which is explained
in the chapters above (lists of medicines).¹⁸⁰

Regarding the procurement of medicines from the
positive list via tendering, everything is regulated by the
Public Procurement Act which does not refer to positive
lists as we are not procuring it for our own use. It means
that if we procure a piece of furniture, we have to do it via
a public call, and if we are procuring medicines for BAM
12 million, it does not fall under public procurement. This
is what the law says. Those are so-called subsidized
contracts covering services and works, not goods. The
alternative – since there has to be some transparency in
all businesses – would be a public call for pharmacies to
apply for a contract for dispensing medicines from the
lists of the Funds. Pharmacies could apply to such a call.
(Boris Vidović, Head of Medicines Department, Health
Insurance Fund, Herzegovina-Neretva Canton)
Regarding public procurement of medicines from the
positive list of medicines, the Fund tried several times in
2004 to apply the Public Procurement Act to the
procurement of medicines from the positive list of
medicines, but we failed most of the time as we were
unable to conduct the full procedure. I believe that the full
public procurement procedure should be implemented,
the Fund invests huge sums of money in the procurement
of those medicines, while it has no in luence on prices or
spending. The new Rulebook of the Agency should not
prevent the Funds from procuring medicines from the
positive list via tendering under the Public Procurement
Act. I do not know whether any cantonal fund carries out
public procurement procedures. Public procurement is
mandatory for other levels, including public healthcare
establishments, hospitals, the Solidarity Fund of the BiH
Federation, and I do not know why the Act does not apply
to the procurement of medicines from the positive list. I
hope that somebody will recognize it and say that the
Public Procurement Act has to be applied also at this
level. (Mirsad Hodžić, Director, Health Insurance Fund, the
Tuzla Canton)¹⁸¹

¹⁷⁸ Analysis by Transparency International, available at: https://ti-bih.org/wp-content/uploads/2016/12/Analiza-javnih-nabavki-u-sektoruzdravstva-decembar-2016.pdf
¹⁷⁹ Example available at: http://www.kcus.ba/sluzba-za-javne-nabavke
¹⁸⁰ An example of a public call for tenders “Provision of Pharmaceutical Services of Medicines and Medical Devices Supply to Persons Insured with
the Fund, Health Insurance Fund of the Sarajevo Canton, 26 December 2016, available at: http://www.kzzosa.ba/ iles/pages/Javni%20poziv%20%20apoteke.pdf
¹⁸¹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017
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Public procurement of medicinal products, via the
RS Health Insurance Fund, is centralised in the
Republika Srpska. In this way, all health facilities
have the same medicinal products, medical devices
and equipment paid for at the same prices. In other
words, equal rights and equal availability of healthcare
services are provided to all insured persons.¹⁸²
The public often complains about the BiH Public
Procurement Act (and also about similar laws in some
countries of the region) generally and in terms of
public procurement in the health sector. Some are
complaining about bad legal arrangements, others are
complaining about bad and rigid enforcement of legal
provisions. Public procurement of medicines is in
focus of the most recent cases involving the lack of
cytostatic drugs.¹⁸³
The procedure of procurement of medicinal products
through public procurement and problems related to
implementation of awarded contracts following public
procurement largely aﬀect timeliness and continuity
of medicines supplies. Although contracting
authorities conduct public procurement procedures
on time, it happens that no bid has been submitted
within a set deadline for certain medicinal products,
or no bid received is acceptable that in some cases,
when a contract/contracts is/are concluded on time,
some problems occur during their implementation
regarding the delivery of medicinal products under
contractual requirements (such problems are related
to cessation of manufacturing of the medicinal
product/medical device, the lack of interest on the
part of a supplier and manufacturer due to small
quantities to be delivered – small market, suspension
of delivery, impossibility to obtain the necessary
import licenses, the lack of documents proving the
quality of the irst and every other batch which the
manufacturer and the contracted supplier are under
obligation to provide etc.), which all fall outside the
direct in luence of the contracting authorities. Besides,
a number of medicinal products and medical devices
are not registered in BiH, which leads to further
problems and makes their procurement and obtaining

the necessary permits for emergency import even
more complex. It happens very often that some
manufacturers withdraw from the BiH market
(sometimes even while the contract concluded
following the public procurement procedure is still
valid), whereby also medicinal products which they
produce lose the status of registered medicines, which
in turn, makes their procurement very complex and
dif icult. When some problems occur during the
implementation of a contract in terms of supply under
the requirements of the contract, it is necessary –
apart from enforcing provisions of the contract and
terminating the contract (realisation of an
unconditional bank guarantee and enforcement of a
penalty clause – if it is possible under the contract) - to
launch a new public procurement procedure, which
requires a certain period of time as de ined by law, and
before the completion of a new procedure, the only
way to ensure continuous supplies of the medicinal
product to patients is to conduct a negotiating
procedure without publishing a procurement notice
for veri iable emergency reasons.
Every law was made by people, no law is 'sent by God', it
can be changed, modi ied, corrected, etc. Our biggest pain
is that we pay the highest price, tenders are paid with
human lives. There must be a way to shorten the
deadlines because of appeals and objections. (Azra
Ikalović, President, Association of Breast Cancer Patients in
BiH)¹⁸⁴

There are initiatives of the associations of breast
cancer survivors and survivors of other malignant
diseases and multiple myeloma, requesting, among
other things, exemption of public procurement of
medicinal products from the Public Procurement Act.
According to the information provided by the Health
Insurance and Reinsurance Fund of the Federation of
Bosnia and Herzegovina, The Public Procurement
Agency has issued an opinion under which
procurement of medicinal products is not exempted
under the EU Directives either and that there is no
basis for changing the Public Procurement Act to
exempt procurement of medicinal products from the
Public Procurement Act requirements.

¹⁸² Example: Tender dossier for procurement of medicinal products from the hospital medicines list, available at: https://www.zdravstvosrpske.org/ iles/javnenabavke/2015TD_nabavka_lijekova_Bolnicka_lista.pdf
¹⁸³ Portal Avaz.ba, 17 January 2017, available at: http://www.avaz.ba/clanak/272360/u-novembru-ponistena-dva-tendera-za-nabavkucitostatika?url=clanak/272360/u-novembru-ponistena-dva-tendera-za-nabavku-citostatika
¹⁸⁴ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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Due to the problem of inancing the health sector and
huge government debt to the Health Funds in BiH, bids
oﬀering long payment periods are given preference in
the procurement of medicinal products and medical
devices. This virtually means that suppliers “grant
credit” to contracting authorities and that payment
periods, as a requirement, have a strong in luence
on the selection of bids, which is the reason why the
prices of medicinal products, medical devices and
equipment are much higher than in some countries of
the region.¹⁸⁵ Also, the “economically most
advantageous tender” requirement is often raised as
a problem, which is a particularly delicate criterion in
procurement of medicines.
Under the provisions of the Public Procurement Act
(“Of icial Gazette of BiH”, No. 39/14), the Contracting
Authority awards a contract on the basis of one of the
following criteria: “most economically advantageous
tender” or “the lowest price oﬀered”. One of these two
criteria can be applied also in public procurement of
medicinal products. In selecting the criteria, it is
important to note that in the bid evaluation process,
under “the lowest price oﬀered” criterion, only one
segment is considered, which is the price, and the
lowest bid is thus selected. The main characteristics of
this criterion, according to some authors, include its
clarity, simple arithmeticity, no room for doubt,
objectivity, etc. Its advantages also include speedy
selection, transparency and objectivity in decision
making. Its weaknesses include the lack of 100%
qualitative aspect of bid evaluation, resulting in bias
towards lowest bids at the cost of bids oﬀering goods
of high quality, etc. When this criterion is applied to
the public procurement of medicinal products, it is
necessary to request within tender documents that
certain documents be submitted to prove quality, for
both registered and unregistered medicinal products.

Regarding periods of payment to suppliers, they are
de ined in the Financial Operations Act (“Of icial Gazette
of the BiH Federation”, No. 48/16) and may be arranged
for a period of up to 60 days, and exceptionally up to 90
days maximum, and in case a deadline is not set by the
parties, the debtor has to settle the liability within 30
days, without a creditor's call for settlement.¹⁸⁶ These
deadlines must be respected. (Ranko Tošić, Health
Insurance and Reinsurance Fund of the BiH Federation, LL.M.
and certi ied public procurement trainer)

A particular problem concerns too low bids (dumping
bids) which later pose an obstacle to delivery of
medicinal products. The bidder oﬀers a medicine at
too low a price, dumping the medicine, and after the
bid is selected as the most favourable bid, the supplier
cannot deliver the medicine, thereby leaving even the
most vulnerable groups of patients without the
medicine. There is a penal policy in place (10% of the
bank guarantee), but, as practice shows, its
implementation and eﬀectiveness are questionable.
All public procurement is being monitored, especially
public procurement of medicines, which is monitored by
the Agency for Medicinal Products, the Review Board, the
Helsinki Committee for Human Rights, the ombudsmen,
law enforcement, etc. That is a responsible job. But
monitoring by patients is the most important. Under the
Healthcare Act, nobody may threaten health and lives of
other people, and healthcare services must be provided in
continuity. This means that there is no justi ication for
the failure to procure medicines. This cannot be justi ied,
but can be explained. Regarding the lack of medicines
procured by the Health Insurance and Reinsurance Fund
of the BiH Federation, irst of all, the medicines lists are
de ined by the Health Ministry of the BiH Federation.
Regarding waiting lists, they depend on assets, we
procure medicines which are on the medicines lists,
within approved funds. We carry out a public
procurement procedure, and in some cases no bid is
submitted or there is no technically acceptable bid. We
carry out a public procurement procedure on time. Even
when we successfully carry out a public procurement
procedure and conclude a contract, there are some
problems in terms of delivery under the terms of the
contract: the reasons are numerous: the medicine is no
longer manufactured, the supplier or manufacturer is not
interested because of small quantities of the medicine or

¹⁸⁵ Analiza javnih nabavki u sektoru zdravstva u BiH (Analysis of Public Procurement in the Health Sector), Transparency International, p. 14,
available at: https://ti-bih.org/wp-content/uploads/2016/12/Analiza-javnih-nabavki-u-sektoru-zdravstva-decembar-2016.pdf
¹⁸⁶ “(1) A deadline for settlement of a inancial liability of up to 60 days may be agreed upon by a contract between entrepreneurs and public law
entities where the public law entity is a debtor. (2) Exceptionally from paragraph (1) herein, a maximum 90 day period for settlement of a
inancial liability may be agreed on. (3)If a contract referred to in paragraph (1) herein does not set a deadline, the debtor shall settle the liability
within 30 days, without a creditor's call for settlement.“ The Law of Contract and Torts of the BiH Federation, Article 12, Of icial Gazette of the BiH
Federation, No. 48/16, of 22 June 2016.
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a small market, delivery is suspended, the impossibility to
obtain the necessary import permits, the lack of results of
checks of quality of the irst and all other batches of the
product which have to be provided by the manufacturer
and supplier, contracted wholesalers fail to carry out
import procedures on time, belated submission of
samples for quality control purposes and the Fund has no
in luence on any of these problems. In accordance with its
available capacities and inancial resources, the Fund
ensures stocks of medicinal products and medical devices
in monthly quantities, i.e. contracted quantities, but still
there is a shortage from time to time. Each case of
shortage is speci ic and our response is always
transparent, we provide an explanation, and specify the
reasons for every medicine separately, why it is not on the
shelves. We do everything we can, but for objective
reasons, there is a lack of some medicines. (Ranko Tošić,
Health Insurance and Reinsurance Fund of the BiH Federation,
LL.M. and certi ied public procurement trainer)¹⁸⁷

There are no so-called “black lists” of suppliers or
bidders. In the Czech Republic, for example, although
it is not possible to exclude bidders on grounds of
negative experience, there are so-called “black scores”
and if a bidder is given three “black scores”, that
bidder can be excluded from further procedure. “Black
scores” are allocated in case of negative references by
a contracting authority.¹⁸⁸
”Black lists” or “black scores” are not explicitly de ined
in BiH, although it should be noted that the Public
Procurement Act sets out in Article 45, paragraph (5)
that the contracting authority is under obligation to
reject the request for participation or the bid if the
candidate/bidder has been guilty of grave professional
misconduct committed during the period of three
years prior to the onset of procedure which the
contracting authority may prove by any means, in
particular, signi icant and/or repeated faults in
performing essential requirements under the contract
which led to its early termination, damage or other
similar consequences due to wrongful intent or
negligence of a certain gravity of an economic
operator.”

Regarding black lists in BiH, there are no black lists per
se, however, the BiH Public Procurement Act contains an
article which says that if over the past 3 years a contract
awarded to a supplier has been terminated, if supplies
have been delayed or if the supplier has otherwise
violated terms of the contract, the contracting authority
may decide not to award a new contract to such a
supplier in making a decision on selection or annulment
of public procurement. If the terms and conditions of a
contract are not respected, it is possible to terminate the
contract, to enforce the bank guarantee and to impose
ines. Regarding punishments for a failure to comply with
the terms and conditions of the contract, they are not
suf icient and do not solve the problem. Simply, that is the
fact. (Ranko Tošić, Health Insurance and Reinsurance Fund of
the BiH Federation, LL.M. and certi ied public procurement
trainer)
Many things are billed to the wrong institution. For
example, radiation therapy (a protest in front of the
University Clinical Centre on 14 June 2017), and we pay
for radiation therapy services provided by all four clinical
centres, but our people cannot be doctors. We have paid
for all services, all inpatient hospital days, to all
healthcare providers, everything has been paid on time
and under the terms of the contract. (Nedžad Redžep,
Deputy Director, Health Insurance and Reinsurance Fund, BiH
Federation)¹⁸⁹

There is a similar problem in the countries of the
region. In Croatia, there has recently been a public
debate on public procurement, particularly public
procurement of medicines. The message of the
Croatian Association of Employers is that “the lowest
price may not be the main award criterion in
procurement of medicines”. “Drug suppliers
sometimes oﬀer such a low price that, in the end, they
are unable to deliver medicines, and then we resort to
an emergency importation, which, in the end, is a
more expensive option. The health system is an
example which shows that the lowest-price-based
public procurement cannot function. Medicines or
sophisticated aids which guarantee health and life to
patients may not come down solely to the lowest price.
Dumping of products is striking in the procurement of
medicines, which is why not only no savings have been

¹⁸⁷ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
¹⁸⁸ Analiza javnih nabavki u sektoru zdravstva u BiH (Analysis of Public Procurement in the Health Sector), Transparency International, p. 24,
available at: https://ti-bih.org/wp-content/uploads/2016/12/Analiza-javnih-nabavki-u-sektoru-zdravstva-decembar-2016.pdf
¹⁸⁹ Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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made but the supplier who was awarded a contract
under the lowest price criterion is simply unable to
deliver medicines at such a low price, while the costs
of an emergency import can be signi icantly bigger”,
they said.¹⁹⁰
The level of costs is aﬀected also by lengthy public
procurement procedures which are not completed on
time due to objections and appeals iled by bidders.
Also, when the supplier does not deliver goods before
a deadline set in the contract expires, patients who pay
out of pocket (usually a higher price) get reimbursed,
which increases total costs.¹⁹¹
We, the Health Insurance Fund of the BiH Federation, in
compliance with the guidelines issued by the AntiCorruption Agency, developed an integrity plan. Among
the main sections of the plan is public procurement as a
risky category, where we envisaged ethical behaviour and
ways in which we could mitigate those risks, the ways to
overcome such risks. In the medicines availability
process, procurement of medicines, etc. it is not about just
one institution, it is about a whole series of determining
factors. (Nedžad Redžep, Deputy Director, Health Insurance
and Reinsurance Fund, BiH Federation)¹⁹²

¹⁹⁰ Portal Index.hr, 2 March 2016, available at: http://www.index.hr/Vijesti/clanak/kako-se-manipulira-sustavom-javne-nabave-milijarde-kunasvake-godine-trose-se-netransparentno/878411.aspx
¹⁹¹ Report on Implementation of Financial Plan of the Health Insurance and Reinsurance Fund of the BiH Federation for 2015 (consolidated), p.
20, Sarajevo, February 2016.
¹⁹² Thematic Conference “Analysis of the State of Integrity in Medicines Availability Processes in BiH, organised by Net Consulting d.o.o. Sarajevo,
held in Hotel Bristol, Sarajevo, on 14 June 2017.
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4.9. Comments on the draft Analysis of the State of Integrity in
Medicine Availability Processes in BiH

A

s already partly explained under the Preface, the
Analysis was developed in three phases. During the
irst phase, the consulting research team of Net
Consulting d.o.o. carried out a desk research, analysing
publicly available documents from over 150 sources, which
were relevant for key processes. During phase II, the team
members held more than 20 meetings with representatives
of healthcare facilities, medical and pharmaceutical
chambers, the Health Insurance Funds, the pharmaceutical
industry companies, associations of patients etc. and then
organized a Thematic Conference in which 40 participants
discussed the indings of the Analysis. As a result, the
Analysis was largely amended by the relevant parts of the
discussion and new information and recommendations were
included. During phase III, the Analysis was sent to over 50
addresses of interested institutions, associations and
international organisations with a request to send us
feedback on the draft before it was inalized. Comments and
suggestions were sent by:
1. Ministry of Civil Aﬀairs of Bosnia and Herzegovina,
Health Department
The Health Department of the BiH Ministry of Civil Aﬀairs
suggested that paragraph 2.1 of the Analysis “Structure and
organization of the health sector in BiH” (page 10) be
changed to re lect the organizational structure and
responsibilities of the BiH Ministry of Civil Aﬀairs, de ined in
Article 15 of the Bosnia and Herzegovina Ministries and
Other Administration Bodies Act, and sent the requested
change by e-mail. Paragraph 2.1 was changed as requested
and the Health Department of the BiH Ministry of Civil
Aﬀairs was informed accordingly.
2. Health Insurance Fund of the Republika Srpska
Deputy Director of the Health insurance Fund, Ms. Nataš a
Grubiš a, sent a comment on behalf of the RS Health
insurance Fund regarding the organization of levels and the
number of establishments providing healthcare services in
the RS: “In the RS, there are 55 community health centres, 9
hospitals, 7 specialised hospitals (including psychiatric
hospitals and institutes) and 1 clinical centre for tertiary
healthcare”. Paragraph 2.1 (page 12) was changed and the
Deputy Director of the Health Insurance Fund of the RS, Ms.
Grubiš a, was informed accordingly in writing.
3. Chairman of the Committee for Medicinal Products of
the BiH Agency for Medicinal Products and Medical
Devices, Miroslav Šober
The comment by the Chairman of the Committee for
Medicinal Products, professor Miroslav Sober, referred to the
statement on page 41 of the draft Analysis relating to an
audit report on committees of BiH institutions (cited in
footnote 124). He pointed at a weakness of this inding that
“between 33 and 44 marketing authorisations were granted
per one hour of Committee's work” because time spent prior
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to Committee meetings to evaluate and assess the
documentation sent to the Committee members prior to a
meeting was not taken into consideration. We included
professor Sober's full explanation of how the Committee
members work beneath the original text. On the basis of
further discussion with professor Sober, we included the
explanation that the inding and “calculation” of auditors
cannot be discredited and fully discarded since there is not
enough publicly available information on the work of the
Committee for Medicinal Products. We also included
professor Sober's statement about the problem regarding
the funding of the Committee for Medicinal Products of the
BiH Agency for Medicinal Products and Medical Devices and
based on the statements made at the Thematic Conference,
we made the same note also on page 41: suspension of
funding of the Committee in 2017 directly obstructs and
calls into question the normal functioning and work of the
Committee for Medicinal Products which is the main
mechanism for controlling the marketing of medicinal
products in BiH. Professor Sober was informed in writing
about the corrections made to the draft Analysis.
4. The Health Insurance and Reinsurance Fund of the
Federation of Bosnia and Herzegovina
The Health Insurance and Reinsurance Fund of the BiH
Federation sent a detailed feedback which is published in its
entirety below. Also, several changes have been made to the
Analysis to re lect the comments sent by the Health
Insurance and Reinsurance Fund of the BiH Federation, to
the extent allowed by the form of the Analysis
5. Agency for Medicinal Products and Medical Devices of
BiH
The BiH Agency for Medicinal Products and Medical Devices
suggested that the full name of the Agency be used
throughout the text of the Analysis and that the term
“employees of the Agency” be used instead of “Agency's
staﬀ” by reason of full coverage and precision. Also, the
Agency suggested that certain corrections be made in regard
to the inspectorate of the Agency and the job classi ication at
the inspectorate and the reference prices of medicinal
products. The Agency's feedback is provided in its entirety
below, and the text of the Analysis has been corrected to the

extent allowed by the form of the Analysis.
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Number: 01/I-03-3-2388-1/17
Sarajevo, 17 August 2017
Net Consulting d.o.o., Sarajevo
St. Radnička do br.19.
71000 Sarajevo

SUBJECT: Comments on the Draft Analysis of the State Integrity in Medicines Availability
Processes in BiH
Dear,
Regarding to request for feedback on the draft Analysis of the State Integrity in Medicines
Availability Process es in BiH, which you sent us by email on 26 July 2017, we hereby send you our
comments and suggestions for inclusion in the ﬁnal text of the Analysis. Please, accept our apologies
for the late feedback which we were unable to send earlier as our employees who participated in the
Thematic Conference on the State of Integrity in Medicines Availability Processes in BiH , held in
Sarajevo on 14 June 2017, were absent for legitimate reasons.
In Chapter I, Introduction, under 1.2, “Executive Summary”, the following text should be
added in the last paragraph, after the ﬁrst sentence on page 6:
“As the subject of procurement, medicinal products are the speciﬁc type of
goods (they have to fulﬁl the set requirements regarding their ingredients as speciﬁed on
the product facts label, quality and packaging requirements, etc.). For the purpose of
safeguarding patients’ health, it is diﬃcult to plan the necessary quantities of such goods
compared to the number of patients, which calls into question respect for the principle of
continuous provision of healthcare to patients since under the health protection principles,
nobody may threaten health of other people and healthcare services must be provided
continuously and uninterruptedly. Compared to other goods purchased through public
procurement, the procurement of medicinal products and medical devices is very speciﬁc
in terms of conditions and requirements set in tender documents.
Under the provisions of the Public Procurement Act (“Oﬃcial Gazette of BiH”,
No. 39/14), the Contracting Authority awards a contract on the basis of one of the
following criteria: “most economically advantageous tender” or “the lowest price
oﬀered”. One of these two criteria can be applied also in public procurement of medicinal
products. In selecting the criteria, it is important to note that in the bid evaluation process,
under “the lowest price oﬀered” criterion, only one segment is considered, which is the
price, and the lowest bid is thus selected. The main characteristics of this criterion,
according to some authors, include its clarity, simple arithmeticity, no room for doubt,
objectivity, etc.
Its advantages also include speedy selection, transparency and objectivity in decision
making. Its weaknesses include the lack of 100% qualitative aspect of bid evaluation,
Sarajevo, Trg Heroja 14
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resulting in bias towards lowest bids at the cost of bids oﬀering goods of high quality,
etc.
When this criterion is applied to the public procurement of medicinal products, it is
necessary to request within tender documents that certain documents be submitted to
prove quality, in compliance with the provisions of the Medicinal Products and Medical
Devices Act (“Oﬃcial Gazette of BiH”, No. 58/08), the secondary legislation made under
this Act and the opinions issued by the BiH Agency for Medicinal Products and Medical
Devices, for both registered and unregistered medicinal products.
For example, it may be requested in tender documents that the quality of registered
medicinal products should be proved by the following documents:
A valid marketing authorisation granted by the Agency for Medicinal Products and
Medical Devices of Bosnia and Herzegovina for the medicinal product (oﬀered) to be
brought to market in Bosnia and Herzegovina, and a Statement by the bidder that the
product has at least two third shelf life, out of the total intended product life, between the
date of delivery and the expiration date.
For public procurement of medicinal products without a marketing authorisation, that is,
for unregistered products, under Article 2, paragraph (2) of the Rule Book on
Requirements for Import of Medicinal Products Without Marketing Authorisation in Bosnia
and Herzegovina (“Oﬃcial Gazette of BiH”, No. 23/11), Article 2, paragraph (2) of the
Rule Book on Requirements and Manner of Import of Medicinal Products Without
Marketing Authorisation (“Oﬃcial Gazette of the BiH Federation”, No. 80/13) and under
the opinions issued by the BiH Agency for Medicinal Products and Medical Devices, the
tender documents may request that bidders prove the quality of such medicinal products
with the following documents:
A certiﬁcate issued by the relevant national/regulatory authority of the country of
manufacture/exporter of the medicinal product or the relevant internationally recognised
institution providing proof that the medicinal product is approved for marketing in the
European Union Member States or a certiﬁcate of pharmaceutical product (CPP) issued
by the relevant national/regulatory authority of the exporting country proving that the
product is approved for marketing in other countries of the world which apply the same
medicines quality assurance standards, where it is necessary to emphasize that if quality
is proven with a pharmaceutical product certiﬁcate (CPP), the CPP must contain the
information that the manufacturer has a GMP certiﬁcate which proves that the country
applies the same medicines quality assurance standards as the European Union Member
States.
-A valid marketing authorisation granted in the exporting country.
The tender documents may require that in order to prove quality of products, the bidders
must submit a Statement proving that the product has at least two third shelf life, out of
the total intended product life, between the date of delivery and the expiration date.”

In Chapter 2, under “HEALTHCARE SECTOR IN BOSNIA AND HERZEGOVINA”, under
2.1 “Structure and organisation of health sector in BiH”, in the last paragraph, after the words “ but
the coordinating function is at the level of the Government of the BiH Federation”, on page 10, the
following text should be added:
“…and the Health Insurance and Reinsurance Fund of the BiH Federation”
On page 23, under “General conclusion”, at the end, the following text should be added after
the words “from tobacco excise tax”:
“Regarding the initiative of the associations of breast cancer survivors and survivors of
other malignant diseases and multiple myeloma, requesting, among other things, the
abolition of VAT on medicines, VAT refund, allocation of revenues from tobacco excise
tax, a percentage of excise revenues from taxing tobacco allocated to medicines, urgent
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procurement of medicines for oncology patients etc. the relevant authorities provided the
following positions/opinions.
The BiH Indirect Taxation Authority’s position is that “there is no basis for changing the
present VAT Act to include requested exemptions, and under….the provisions of the EU
Directive, the only possibility to change the Act is to introduce a lower VAT rate, which
means that exemption from VAT on over -the-counter medicines (bought in pharmacies),
as suggested in some initiatives, would be in contravention of the EU Directive… This is
why, in view of ﬁscal stability, we believe that proper allocation of revenues should be
insisted on and activities should be redirected to that end”.
On page 24, Ranko Tosic’s discussion and presentation of the above -mentioned opinion of
the BiH Indirect Taxation Authority: the way in which this part of Ranko Tosic’s discussion
is interpreted, could lead to wrong conclusion. “This means that
exemption from VAT on over -the-counter medicines bought in pharmacies, as suggested in some
initiatives, would be in contravention of the EU Directive. This is why, in view of ﬁscal stability, we
believe that proper allocation of revenues should be insisted on and activities should be redirected to
that end”, this is Ranko Tosic’s conclusion, not the position maintained by the BiH Indirect Taxation
Authority, so we kindly ask that the text in the Draft Analysis be changed and interpreted accordingly.
In Chapter 3, under 3.7 “Patients’ rights in BiH”, add the following text after the last sentence
of the ﬁrst paragraph, page 34:
“A very broad legal framework arises from the above, which deﬁnes this matter, or rather,
the responsibilities arising from those regulations, for the purpose of safeguarding
patients’ health. The legal framework, i.e. the relevant legislation, refers also to
international regulations as well as to the numerous pieces of primary and secondary
legislation at the levels of BiH, the entities and the Brcko District, which are earlier
mentioned. Please note that by ratifying the European Social Charter, BiH committed
itself to ensuring, inter alia, the implementation of the provisions of the Charter which are
directly related to healthcare, or more speciﬁcally, the enjoyment of the highest attainable
standard of health. Under the Universal Declaration of Human Rights, everyone has the
right to, inter alia, a standard of living adequate for the health and well-being of himself
and of his family and under the Declaration on the Promotion of Patients’ Rights in
Europe, everyone has the right to, inter alia, the highest level of protection of health.
Also, under the provisions of Articles 3 and 22-28, the principles of healthcare set out in
the Healthcare Act (“Oﬃcial Gazette of the BiH Federation”, Nos. 46/10 and 75/ 13),
nobody may impair health of other persons and healthcare must be provided in continuity
and uninterruptedly in compliance with Article 22 of this Act”.
On page 35, the part in which Nedzad Redzep is quoted – the ﬁrst 3 sentences in the second
paragraph should be deleted and replaced by the following text:
“Regarding cytostatic drugs, the Solidarity Fund funds the treatment of around 10,000
patients of whom 91% take medicines from the regular list of medicines which are
regularly provided to all patients, and 9% of patients take medicines (11 diﬀerent types
of cytostatic drugs) which are subject to a special prescription regime, with an average
value of annual therapy of around BAM 35,000 per patient. There are special
commissions which set priorities among patients, depending on a patient’s condition and
relevant criteria, for treatment with cytostatic medication prescribed under special
regime.”
On page 40, in the part with Ranko Tosic’s discussion, it is necessary to clarify and redraft
the sentence: “The quality is determined by the institution which should determine” should be
redrafted to read as follows: “Quality is determined by the relevant institutions (the Agency for
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Medicinal Products and Medical Devices for registered medicines and the relevant
national/regulatory authorities of the country of manufacture/export of the medicinal product or the
relevant internationally recognised institutions, etc. for unregistered medicines) by issuing the
appropriate documents the submission of which should be requested in tender documents”.
On page 45, in Ranko Tosic’s discussion, it is necessary to clarify the following sentence:
“Regarding unregistered medicines, since our list contains also unregistered medicines, we use
everything which is deﬁned in the Rule Book on Emergency Import”. It should be redrafted to read
as follows: “Regarding unregistered medicines, since our list contains also unregistered medicines,
we use everything that is deﬁned in the Rule Book on Requirements for Import of Medicines Without
Marketing Authorisation in Bosnia and Herzegovina (“Oﬃcial Gazette of BiH”, No. 23/11) and the
Rule Book on Requirements and Manner of Importation of Medicines Without Marketing
Authorisation (“Oﬃcial Gazette of the BiH Federation, No. 80/13).”
On page 59, in Ranko Tosic’s discussion, it is necessary to clarify one part of his sentence:
“…can be changed on the basis of contract and torts…” This should be changed to read: “…they can
be changed on the basis of the Law of Contract and Torts…”
On page 61, in Ranko Tosic’s discussion, it is necessary to clarify the following sentence:
“Regarding periods of payment to suppliers, they are deﬁned by the BiH Federation Financial
Operations Act, and the payment period is set at 30 days, and exceptionally at 60 days.” This sentence
should be redrafted to read as follows: “Regarding periods of payment to suppliers, they are deﬁned
in the Financial Operations Act (“Oﬃcial Gazette of the BiH Federation”, No. 48/16) and may be
arranged for a period of up to 60 days, and exceptionally up to 90 days maximum, and in case a
deadline is not set by the parties, the debtor has to settle the liability within 30 days, without a
creditor’s call for settlement.”
On page 62, after the sentence, “Black scores” are allocated in case of negative references by a
contracting authority”, the following text should be added: “”Black lists” or “black scores” are not
explicitly deﬁned in BiH, although it should be noted that the Public Procurement Act sets out in
Article 45, paragraph (5) that the contracting authority is under obligation to reject the request for
participation or the bid if the candidate/bidder has been guilty of grave professional misconduct
committed during the period of three years prior to the onset of procedure which the contracting
authority may prove by any means, in particular, signiﬁcant and/or repeated faults in performing
essential requirements under the contract which led to its early termination, damage or other similar
consequences due to wrongful intent or negligence of a certain gravity on the part of an economic
operator.”
On page 62, in Ranko Tosic’s discussion, it is necessary to clarify and redraft the part of the
sentence “…in making a decision to conduct a public procurement procedure…” It should be changed
to read: “…in making a decision on selection or annulment of public procurement…”
In CONCLUSIONS AND RECOMMENDATIONS it is necessary to add 2 new points
(recommendations) as follows:
“
- Responsible institutions, together with healthcare institutions, should establish a
system of monitoring success of treatment via adequate indicators, which would serve
as a basis for generating such a medicines list which would help achieve more eﬃcient
treatment results.
-

All participants in the medicines availability processes in Bosnia and Herzegovina
(funds, suppliers – pharmacists, healthcare providers, institutes and agencies, nongovernmental organisations, the media and others) should comply with accepted moral
standards and rules and should generally operate and behave with a high level of
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integrity. This would improve the process the ultimate aim of which is to meet the
needs of patients.”
We also believe that the following text or parts thereof should be added where appropriate
under 4.8 Public Procurement of Medicinal Products in Bosnia and Herzegovina and under 5
CONCLUSIONS AND RECOMMENDATIONS:
“Regarding the initiative of the associations of breast cancer survivors and survivors
of other malignant diseases and multiple myeloma, requesting, among other things,
exemption of public procurement of medicinal products from the Public Procurement Act,
the Public Procurement Agency has issued an opinion under which procurement of
medicinal products is not exempted under the EU Directives either and that there is no
basis for changing the Public Procurement Act to exempt procurement of medicinal
products from the Public Procurement Act requirements.
The procedure of procurement of medicinal products through public procurement and
problems related to implementation of awarded contracts following public procurement
largely aﬀect timeliness and continuity of medicines supplies.
Although contracting authorities conduct public procurement procedures on time and
even public procurement of medicines in speciﬁc cases, it happens that no bid has been
submitted within a set deadline for certain LOTs, i.e. medicinal products, or no bid
received is acceptable, and in some cases, when a contract/contracts is/are concluded on
time, some problems occur during their implementation regarding the delivery of
medicinal products as speciﬁc goods under contractual requirements (such problems are
related to cessation of manufacturing of the medicinal product/medical device, the lack
of interest on the part of a supplier and manufacturer due to small quantities to be
delivered – small market, suspension of delivery, impossibility to obtain the necessary
import licenses, the lack of documents proving the quality of the ﬁrst and every other
batch which the manufacturer and the contracted supplier are under obligation to provide,
untimely activities of contracted wholesalers/suppliers related to procedures for
importation of medicinal products and medical devices and late submission of samples
for quality control purposes, etc. which all fall outside the direct inﬂuence of the
contracting authorities.
Besides, a number of medicinal products and medical devices are not registered in
BiH, which leads to further problems and makes their procurement and obtaining the
necessary permits for emergency import even more complex, under the provisions of the
Medicinal Products and Medical Devices Act and its subordinate legislation.
Since annual consumption of medicinal products and medical devices in BiH and value
of their procurement (small market) are relatively small, suppliers are not interested very
much in procurement of medicinal products and, as a result, no bids are submitted for
certain medicinal products and medical devices in open public procurement procedures.
The problem of the lack of some products and devices is caused by the fact that most of
them are imported from the manufacturers in the European Union, Canada, Japan and the
U.S. which are multinational companies for which the BiH market is too small to be a
priority in their manufacturing plans. Hence, the preparation of batches of medicinal
products for the BiH market is not a priority for such manufacturers, which causes
problems to contracted wholesalers/suppliers in import procedures. It happens very often
that some manufacturers withdraw from the BiH market (sometimes even while the
contract concluded following the public procurement procure is still valid), whereby also
medicinal products which they produce lose the status of registered medicines, which in
turn, makes their procurement very complex and diﬃcult.
When some problems occur during the implementation of a contract in terms of supply
under the requirements of the contract, it is necessary – apart from enforcing provisions
of the contract and terminating the contract (realisation of an unconditional bank
guarantee and enforcement of a penalty clause – if it is possible under the contract) - to
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launch a new public procurement procedure, which requires a certain period of time as
deﬁned by law, and before the completion of a new procedure, the only way to ensure
continuous supplies of the medicinal product to patients in order not to threaten their lives
and health is to conduct a negotiating procedure without publishing a procurement notice
for veriﬁable emergency reasons.
The actions that the contracting authorities have to undertake in order to ensure timely
and continuous supply of medicinal products to patients include primarily a timely launch
of a public procurement procedure and the use of a framework agreement, which is also
the opinion of the Public Procurement Agency. Some contracting authorities resort to
framework agreements, when possible (e.g. the medicinal products with at least three
generic medicines and if this is permitted by an annual allocation for such medicinal
products). Regarding the medicinal products with fewer than three generics, some
contracting authorities prefer concluding a framework agreement because new,
signiﬁcantly cheaper generics may appear at or around the time of conclusion of a
framework agreement.”
In the end, please note that the above comments and suggestions to the Draft Analysis of the State of
Integrity in Medicines Availability Processes in BiH, although they will be published, as you wrote,
“…in a separate part of the Analysis in their entirety”,may be used also in other parts of the ﬁnal text of
the Analysis, if you think that this would be more appropriate than publishing it as a separate text, or
you can use some parts of our comments more concise, while making sure that their substantial
meaning is not lost. Also, the comments on discussions, including the proper titles of laws and
regulations, can be included in the ﬁnal text, without giving the names of authors of such comments.

Sincerely,
DIRECTOR
Agić Novka, economist
DISTRIBUTION:
- Net Consulting d.o.o. Sarajevo
- Archives
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No.: 10-02.3-4107/17
Dare: 17.08.2017.
Net Consul ng d.o.o., Sarajevo
St. Radnička 19
71 000 Sarajevo
n/r gdin Rusmir Pobrić

Subject: The answer to the request for comments on the document: Analysis of the State of Integrity
in Medicines Availability Processes in BiH

We hereby send you comments on behalf of the Agency for Medicinal Products and Medical Devices of
Bosnia and Herzegovina and kindly ask that they be included in the ﬁnal text:
1.Instead of using a shortened name “BiH Agency for Medicinal Products”, the full name of the
ins tu on, “Agency for Medicinal Products and Medical Devices of BiH”, should be used throughout the
text because medical devices are the segment of the Agency’s respons ibili es which is as important as
medicinal products which are the subject ma er of your analysis.
2.Instead of “the Agency’s staﬀ”, the “Agency’s employees” s hould be used throughout the text as the
term is broader and includes both civil servants and non-civil servants.
3.On page 56, under 4.6 “Medicinal Products Market Surveillance”, some correc ons should be made:
there is no inspectorate for surveillance of wholesale distribu on, there is the Inspectorate of the
Agency which carries out the du es men oned in your analysis under the BiH Medicinal Products and
Medical Devices Act. The inspectors of the Agency’s Inspectorate, under the job classiﬁca on, are:
inspector general, produc on surveillance inspector (2 posi ons, Banja Luka and Sarajevo ), inspector for
wholesale distribu on surveillance (3 posi ons, Banja Luka, Sarajevo and Mostar), inspector for
laboratory and clinical prac ces surveillance (1 posi on), inspector for pharmacovigilance and
materiovigilance (1 posi on, Mostar). Not all posi ons are staﬀed. Apart from the inspector general, at
present, there are 4 inspectors at the Agency who perform du es related to both medicinal products
and medical devices.
4.On page 58, under 4.7 “Prices of medicinal products”, Austria is wrongly men oned as a reference
state. Instead of Austria, it should be Bulgaria. Levels of reference prices are also incorrect. Under Ar cle
7 of the Rule Book on Price Control, Medicines Pricing and Repor ng on Medicines Prices of BiH,
“Oﬃcial Gaze e of BiH”, No. 03/17, which is posted on the webpage of the Agency and is available at
h p://www.almbih.gov.ba/dokumen /regula ve/ (also footnote 170 should be corrected):
-The reference price of the original/innova ve medicine is the value of the wholesale price of that
medicinal product in the reference country.
-The reference price of the generic medicine is an average value of wholesale prices of all medicines
with the same INN, pharmaceu cal form and strength, from diﬀerent manufacturers, in the reference
country.
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-The reference price of a similar biological medicine is an average value of wholesale prices of all
medicines with the same ac ve ingredient, pharmaceu cal form and strength, from diﬀerent
manufacturers, in the reference country.
The Rule Book does not contain diﬀerences in the coeﬃcient used in calcula on of the wholesale
medicine prices for original and generic medicines; the coefficient for all medicinal products is 1. The
earlier proposal for the Rule Book from February 2016, which is available on the webpage of the Agency
under dra regula ons at h p://www.almbih.gov.ba/dokumen /nacr -regula ve/ and which was
subject to public feedback prior to approval, contains the informa on which is part of the submi ed
document.
Sincerely,

Distribu on:
1. Net Consul ng d.o.o.
2. Archives
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5. CONCLUSIONS AND
RECOMMENDATIONS
Summary of ﬁndings and conclusions

T

he conclusions and recommendations are
based on general conclusions and indings
summarized in this Analysis and on the
conclusions of the discussion during the Thematic
Conference “Analysis of the State of Integrity in
Medicines Availability Processes in BiH”, held on 14
June 2017 in Sarajevo.

1.
In view of evident inancial crisis in the health sector
in BiH, which is caused, on the one hand, by a poor
low of cash into the Health Funds from compulsory
health insurance contributions (the crisis of the
Bismarck model) and on the other, by government
debt (the Beveridge model as a solution is
questionable), it is recommended that leaving a
percentage of revenues from the current (and possibly
future) excise tax on tobacco and alcohol (the most
important risk factors to health) and imposing an
indirect tax on non-taxable branches of the economy
(e.g. betting stores) be considered as realistic new
sources of revenue.

2.
It is possible to slow down an increase in health
spending in Bosnia and Herzegovina by cutting staﬀ
in the health sector, notably by reducing the
number of non-medical employees and medical
administration and inancing on the basis of a detailed
analysis of the structure of employees in the health
sector in BiH, and through long-term policies for the
suppression of risk factors to health (poverty,
inadequate nutrition, pollution). It is necessary to slow
down the current population ageing trend through
long-term strategies for retaining young population
(like adequate employment strategies, etc.) and an
increased birth rate.

3.
It is necessary to improve, in terms of transparency
and precision, the criteria for selection of members
to the Professional Board, committees and
prominent experts of the BiH Agency for Medicinal
Products and Medical Devices as well as their
performance processes (e.g. detailed information
on meetings) in order to reduce the risk of nonconformity and excessive discretionary powers of
those who appoint members/of icials.

4.
It is necessary to improve the incomplete de inition of
con lict of interest contained in the legal
provisions regulating the work of the BiH Agency
for Medicinal Products and Medical Devices. Also,
it is necessary to de ine the process of disclosing
actual or potential con licts of interest: who it
should be disclosed to, how the person with con lict of
interest is excluded from decision-making,
punishment for failure to disclose a con lict of interest,
etc.

5.
It is necessary to clarify standard requirements for
quality, safety and ef icacy of medicines which are
exempted from the marketing authorization rules and
to specify “other countries” (whose standards are
accepted), which are not speci ied in the
legislation.

6.
It is necessary to harmonise rule books governing an
emergency import of medicines at lower levels of
government with the provisions of the state-level law
which provides for import of medicines also under
“other conditions” which the state-level law excludes,
in order to avoid the grey area, dumping of products
and sale of medicines at much lower prices, evasion of
the marketing authorisation application costs, etc. It is
recommended that the content of reports on
emergency import of medicines, which for the time
being provide only inancial data, be de ined – it is
necessary to stipulate that such reports should
contain the information on conditions of import of
medicines, etc.

7.
It is necessary to improve the process of selecting
members of the committees for medicinal
products in the entities and cantons in terms of an
increased transparency and more precise selection
criteria and to allow professional associations of
doctors, patients and pharmacists to participate in
that process.
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8.

12.

It is necessary to de ine precisely the content of the
Instruction for putting medicines on the list of the
Solidarity Fund in the BiH Federation in terms of
establishing a right to use certain drugs, negotiations
with manufacturers of medicines, the manner in
which the Committee prepares a proposal for the
Professional Board to approve a marketing
authorization application etc. since the Solidarity
Fund reimburses the costs of medicines and medical
treatment of serious diseases which are highly
expensive.

It is necessary to consider improvement of the public
procurement process in BiH, taking into account the
biggest challenges and speci ic features of medicines
as a preparation that guarantees health and life to
patients, with special focus on prevention of periodic
shortages of medicines. In this regard, it is necessary
to address the problem of dumping products (too
low prices) which leaves even the most vulnerable
groups of patients without necessary therapy by
reason of the lack of responsibility on the part of a
supplier or the lack of adequate penal policy. The
actions that the contracting authorities have to
undertake in order to ensure timely and continuous
supply of medicinal products to patients include
primarily a timely launch of a public procurement
procedure and the use of a framework agreement (in
cases when it is possible), which is also the opinion of
the Public Procurement Agency.

9.
An eﬀort should be made to make it incumbent upon
all pharmaceutical companies in BiH to comply with
the EFPIA Code on Disclosure of Transfers of Value
from Pharmaceutical Companies to Healthcare
Professionals and Healthcare Organisations
stipulating transparent operations in the
pharmaceutical industry, which implies public
release of the data on all monetary transfers to
health workers and organisations – since no
national drug manufacturer or international
pharmaceutical company operating in BiH is an EFPIA
member.

10.
It is necessary to strengthen surveillance of the
pharmaceutical market, to strengthen capacities of
the inspection service of the BiH Agency for Medicinal
Products and Medical Devices and pharmaceutical
inspection services at lower levels in terms of human
resources, a better work organization and strict
respect for rules and regulations.

11.
It is necessary to establish mechanisms for
monitoring, performance assessment and regular
reporting on the implementation of the existing
strategic documents for the development of health
sector in BiH and to make new ones since the period
covered by the existing ones has expired or will soon
expire.
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13.
Responsible institutions, together with healthcare
institutions, should establish a system of monitoring
success of treatment via adequate indicators, which
would serve as a basis for generating such a medicines
list which would help achieve more ef icient treatment
results.

14.
All participants in the medicines availability processes
in Bosnia and Herzegovina (funds, suppliers –
pharmacists, healthcare providers, institutes and
agencies, non-governmental organisations, the media
and others) should comply with accepted moral
standards and rules and should generally operate and
behave with a high level of integrity. This would
improve the process the ultimate aim of which is to
meet the needs of patients.”
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