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Abstract

should be clearly defined.

reimbursement decision-making process in Slovenia.

of the public represent a largely missed aspect.

Background: Rational and transparent Health Technology Assessment and reimbursement decision-making are
crucial for healthcare system sustainability. A part of the reimbursement process are decision-making criteria which

Methods: The study aimed to obtain an insight into understanding and relevance of potential criteria for the medicine

A semi-structured guided focus panel was performed in June 2017 with five Slovenian experts covering principal
healthcare system sectors. First, criteria understanding and relevance for medicine reimbursement decision-
making were discussed. Second, healthcare priorities and societal values affecting decision-making were debated.
The analysis was carried out with NVivo 11 by two independent researchers who coded the verbatim transcript in
three coding steps based on the experts’ interpretations and original ideas.

Results: Seven decision-making criteria were derived. Among those, the impact a disease has on the lives of patient
family and caregivers and the indirect medicine benefit for them were new aspects comparing to the existing criteria
set in Slovenia. The experts expressed that the same decision-making criteria are relevant for evaluating any health
technology, allowing for different criteria weights. They also suggested a system that would allow re-evaluation of
reimbursement decisions once real-world clinical data are available.

Conclusions: As proposed by the international frameworks and tools, the Slovenian healthcare experts consider
including multiple aspects more ethical and comprehensive than considering a single criterion, e.g. cost-effectiveness,
existing in some healthcare systems. They recognize that in the existing decision-making process, health perspectives

Keywords: Decision-making criteria, Medicine reimbursement, Focus group, Health technology assessment

Background
The Slovenian healthcare system is a Bismarck-type so-
cial insurance system. Compulsory health insurance con-
tributions gather in a common fund. Private funds also
exist as complementary health insurance paid by 90% of
the population. However, providing healthcare is mostly
in public domain [1, 2].

The compulsory insurance fund is managed by the
Health Insurance Institute of Slovenia (HIIS), an autono-
mous national healthcare decision-maker and payer who

* Correspondence: mitja.kos@ffa.uni-lj.si
Chair of Social Pharmacy, Faculty of Pharmacy, University of Ljubljana,
Askerceva 7, 1000 Ljubljana, Slovenia

K BMC

also makes decisions about medicine reimbursement. The
reimbursement of other health technologies is decided by
the Health Council at the Ministry of Health [1, 2].

The processes of deciding on financing new technolo-
gies, including the selection of criteria, were set by each
institution separately. Therefore, the set of criteria differs
between institutions. However, some of them, such as
therapeutic relevance, level of evidence and concerned
population, are common and many others are similar to
the criteria used in other countries [1-4]. However, their
definition allows different understanding and interpret-
ation, such as the criterion “public health relevance”,
usually only considered as great, medium or small [3].
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Also, some criteria are defined very narrowly, e.g. the
criterion “ethical aspect” only including two options —
whether the medicine treats a very severe or a rare
disease or not [3]. Therefore, the meaning of criteria is
not necessarily completely clear and understood in the
same way by the evaluators, what prevents comparability
and transparency of reimbursement decisions. Addition-
ally, since the core criteria were set more than a decade
ago, some potentially relevant aspects to decision-making
might be left out.

In medicines reimbursement, the HIIS makes decisions
according to the criteria and negotiations with pharma-
ceutical companies. So far, the HIIS was able to reimburse
a large number of important breakthrough innovative
medicines, mostly with prescribing restrictions for pa-
tients who are most affected by the disease (e.g. patients
who do not respond to any other available therapies) [5,
6]. On the other hand, strict prescription restrictions
mean that there might be a larger pool of patients who
would probably benefit of new medicines according to
their indications. Despite the restrictions and the fact that
the introduction of cost-containment measures helped de-
crease the expenses on other medicines, e.g. the thera-
peutic reference pricing system introduced in 2013,
medicine expenses are increasing. This is particularly due
to so called “expensive medicines”, including mostly new
biological medicines and other expensive medicines ex-
ceeding a cost of two thousand euros per patient per year,
which increased by 5.3% between 2016 and 2017, and rep-
resented 30.8% of the total medicine expenditure by the
HIIS [5]. Additionally, new pricy medicines are regularly
introduced on the top of the current treatments present-
ing further pressure on budget for medicines, which will
have to be wisely managed with very clear criteria of
which medicine are reimbursed.

As healthcare reimbursement decision-making con-
tinuously evolves, many tools using multiple criteria de-
cision analysis approach were developed worldwide to
help making decisions [7-19]. Different criteria frame-
works were proposed, e.g. the European Network for
Health Technology Assessment framework (EUnetHTA)
[11, 20-25]. They suggest considering multiple aspects
also concerning fairness, solidarity, patient and commu-
nity perspectives, and healthcare system organization
[20-25]. They state criteria content should be well de-
fined and understood by all stakeholders and used either
intuitively or quantified by weights [10, 12, 25-27]. Fol-
lowing these guidelines, the Slovenian medicine reim-
bursement process and criteria need to be reconsidered
to optimize decision-making. Assuring good criteria un-
derstanding and their significance for the local health-
care system is fundamental [10, 12].

Therefore, we aimed to describe the understanding of
different criteria potentially used in the Slovenian
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medicine reimbursement decision-making and their rele-
vance among key healthcare experts.

Methods

Study design

A semi-structured focus panel with five Slovenian
healthcare experts was performed in June 2017. The 2-h
discussion was held in an academic environment and
was audio-recorded in total upon written consent and
transformed into a verbatim transcript. Further, two
coders (AD, AJ) carried out theme analysis with NVivo
11 in three coding steps.

Expert panel selection

Participant selection was purposive so that principal
healthcare system sectors were covered. Five experts
participated:

— a decision-maker with over 20 years’ experience
in medicine reimbursement decision-making and
currently involved in medicine reimbursement at
the HIIS, actively involved in health policy-making
regarding medicine reimbursement (a doctor);

— aclinical expert in infectiology specialised in
epidemiology and clinical pharmacology, working at
the leading clinical institution in the country with
experience in resource allocation, and also a former
member of the Health Council at the Ministry of
Health, responsible for the preparation of scientific
guidelines and standard operating procedures of the
use of new health technologies including medicines
(a doctor);

— aclinical expert in cardiology managing a division at
the leading clinical institution in the country, an
important representative of the national cardiologist
association involved in preparation of treatment
guidelines, also experienced in healthcare resource
allocation, and a former member of the Health
Council at the Ministry of Health, involved in health
technology implementation into clinical
environment (a doctor);

— aregulatory and pharmacoeconomics expert with
more than 15 years’ experience at the public Agency
for Medicinal Products and Medicinal Devices of the
Republic of Slovenia dealing with health technology
assessment and medicine prices and actively involved
into policy-making regarding medicines on national
and international (the European Union) level, and also
a member of the Slovenian coordination about Health
Technology Assessment collaboration in the
European Union (a pharmacist); and

— a public health expert at the National Institute of
Public Health with several years’” experience in research
and implementation of quality in healthcare and
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evidence-based healthcare policy-making at the
Ministry of Health (a doctor).

The participants were familiar with the research group
due to previous research collaborations and professional
encounters. They were invited to participate via e-mail
where the purpose and the context of the study were
presented. They expressed the willingness to participate
for recognizing the challenge of medicine reimburse-
ment decision-making in view of rising patient needs
and limited resources.

Criteria domains and themes discussed
Criteria domains and their brief description were gath-
ered from various sources; the Slovenian criteria for re-
imbursement of medicines, the Slovenian criteria for
evaluation of other health technologies, the all-European
core set for pharmaceuticals developed by the European
Network  for  Health  Technology  Assessment
(EUnetHTA), and an extensive literature review includ-
ing worldwide criteria [3, 4, 20, 22]. The complete set
used to lead the discussion consisted of nine domains is
presented in Table 1.

The experts debated about the main topics concerning
reimbursement decision-making process for medicines
in Slovenia:

- in-depth understanding of the existing criteria and
nine criteria domains originating from the literature
review and their relevance for local decision-making
[2, 3, 20-22],

- the significance of particular patient/disease groups
potentially considered healthcare priorities that could
be exposed in the evaluation through reimbursement
criteria.

At the end of the discussion, all participants were
given the chance to expose any additional issues they felt
were not yet mentioned.

Research group
The research group consisted of four researches, all
working in academia in the field of Health Technology
Assessment, including comparative effectiveness, pharma-
coeconomics, and evaluation of performance of medicines
in real-life settings; two senior researchers and faculty
teachers, a researcher in the field of health technology as-
sessment, and a third-year doctoral student. Researchers
were familiar with qualitative research and had already
performed qualitative studies, including focus groups.

The facilitator (AD) performed the literature search, was
involved in the preparation of questions and was trained
to lead the discussion by senior researchers (MK, IL). The
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discussion was observed by two other researches (A]J, IL)
that were both making notes about non-verbal signs. The
facilitator (AD) and the main observer (A]) were then
involved in data analysis and themes derivation as data
coders.

Qualitative data analysis

Two coders (AD, AJ) derived all themes from partici-
pants’ interpretations and ideas using the verbatim tran-
script, including non-verbal expressions detected by
both discussion observers.

They coded themes in three steps. First coding was in-
dependent using the key phrases mentioned at least
once, e.g. ‘relative effectiveness’. Then, the coders trans-
formed their coding trees into one upon agreement and
determined new theme hierarchy, forming the propos-
ition of a set of reimbursement criteria. Then, when ne-
cessary adjustments of coding trees were made in
agreement to obtain the final themes, that was con-
firmed by both coders. They used NVivo 11 for tran-
script analysis and built a hierarchy chart based on the
number of citations under each topic. Thereupon, the
coders prepared a suggestion of revised decision-making
criteria. The final set, the transcript of the discussion,
and the findings of the study were not reported to par-
ticipants for additional feedback.

The researchers followed the Consolidated criteria for
reporting qualitative research (COREQ) [28, 29].

Results

The subtopics generating the content of the proposed
criteria and other topics discussed are presented in a
hierarchy chart (Fig. 1).

Criteria derived from the discussion

The researchers derived seven criteria considered for
medicine reimbursement decision-making from the dis-
cussion. Figure 2 presents these criteria and their main
elements.

Medicine health benefit and risk for the patient

General experts’ view was that above all, a new medicine
should be proven effective and safe with quality designed
and performed clinical trials with transferable results to
the real clinical practice. The importance of effectiveness
as criterion was emphasised several times. One clinician
expressed:

“There is no point in talking about e.g. disease preva-
lence or disease severity if the medicine is not effective;
because even if the disease it is supposed to treat is very
prevalent and very severe, the effect of the medicine
would be very small.”
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TOPICS DISCUSSED

General issues in medicine
reimbursement

Politics and policy-making

white — supportive themes
.

Fig. 1 Hierarchy chart presenting all discussed topics about criteria understanding and relevance. Legend: Rectangle size represents how heavily
the topic was discussed according to the number of citations. Light blue — the content of decision-making criteria; dark blue — criteria relevance;

Target
population

Healthcare legislation

In addition to that, the regulatory expert exposed that
effectiveness should also be considered in real clinical
settings:

“there are more “types” of effectiveness: first there is the
efficacy leading towards medicine authorisation, then there
is effectiveness, expressed in the real circumstances... it’s
important to understand “effectiveness” on both levels.”

However, all experts agreed that medicine’s relative ef-
fectiveness is the most relevant aspect of medicine
health benefit. The clinician specialised in epidemiology
and clinical pharmacology elaborated:

“it’s about medicine effectiveness in comparison to a
similar medicine; if a medicine is more effective than an-
other, that is why we need it, that is why we need to use
and finance it... were looking for the health benefit we
don’t yet have in another medicine.”

The medicine reimbursement expert added:

“Medicine’s added value or relative effectiveness is of
extreme importance; it’s the effectiveness versus placebo
and versus active comparator which should be optimally
chosen.”

Along discussing the importance of medicine effective-
ness, the panel saw safety tightly connected with efficacy
as the assessment of risks and benefits is usually done
simultaneously:

“safety goes hand-in-hand with efficacy; if a medicine
has a poor risk-benefit balance, it is not even authorised
for the market, so these two always have to go together...
then, there are mechanisms to maintain or improve safety
and to know more about it, such as post-authorisation
safety studies”, as the regulatory expert explained.

One of the clinicians partially agreed that medicine
safety is crucial but disagreed that this should be as im-
portant in decision-making as effectiveness.

Another clinician advocated the importance of safety
aspect and concluded the debate with the words:

“There is such a fine line between the importance of
medicine benefit and the importance of its hazard.”

When asked about what measures or aspects are con-
sidered under safety, the experts unanimously replied
that these are medicines’ adverse events and the medi-
cine reimbursement decision-maker explained that
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Medicine health benefitand risk for the patient

- Efficacy and safetyin clinical trials;

- Quality of evidence;

- Real-world (relative) effectiveness and safety;

- Relative efficacy and safety compared to other treatment

alternatives;

real-world practice;

- Health-related quality of life of the patient.

Transferability and relevance of clinical trial evidence in

Societal disease perspective
- Influence on community;

- Influence on family, caregivers;

- Health-related quality of life and sick leaves.

Decision-making criteria for
medicine reimbursement

Societal values and
healthcare priorities

- Societal sensitivity;
- Societal risk acceptability;

- Ethics, fairness, solidarity,
equity;

- Consensual priority setting.

Burden of disease

- Prevalence & potential prevalence;
- Disease severity;
- Prevalence and severity combined;

- Disease influence on the patient;

Morbidity & mortality.

Medicine impact on community

- Health-related quality of life of community;

- Health-related quality of life of family,

caregivers;

- Community safety.

- Value per health unit;
- Net budget impact;

- Relative cost to other alternatives;

- Costof treatment.

Economic aspects

Medicine implementation

- Healthcare setting & conditions;

- Healthcare setting capacities.

Fig. 2 Seven criteria relevant for medicines reimbursement decision-making derived from the focus panel. Legend: The rectangle sizes show how
heavily the topics were discussed upon according to the number of citations under each topic

mostly individual patient safety is in question when talk-
ing about medicine safety.

However, experts spontaneously offered several opinions
on the quality of evidence and the lack of comparisons of
different treatments. One clinician pointed out that:

“there are very few head-to-head comparisons... Data
quality is crucial. I could hardly say that it is separated
from benefit and safety. Nevertheless, this is what the use
of a medicine is founded on.”

Further, the panellists presented the concept of per-
sonalized medicine and the transferability of results from
clinical trials into practice as the most challenging issues
for decision -makers. The medicine reimbursement
decision-maker argued:

“.. (in clinical trials) there are two options which com-
parator to choose: either the most commonly prescribed
medicine in practice or the most suitable medicine rec-
ommended by the guidelines. But there could be a huge
difference between both comparisons and that’s the most
common problem in reimbursement decision-making —
the choice of comparator is sometimes biased or, for ex-
ample, the dosage of comparator is too low...”.

The public health expert added:

“As a “criterion”, quality of evidence should be taken
into account at the same time when we consider efficacy
and safety. We have to keep the question “how sure are
we?” in mind... what is the reliability of these data’.

A clinician explained:

“Some studies use small number of patients, some have
inadequate comparisons, then there are studies that
don’t consider certain indications... so, we don’t actually
have enough information to decide according to the cri-
terion we consider the most relevant!”.

“Medicine reimbursement decisions are also based on
recommendations (by the guidelines) and the level of evi-
dence is considered”, concluded the cardiologist, also in-
volved in guideline preparation.

Further, all experts agreed that real-life data on effect-
iveness and safety should both be considered in
decision-making when they are available. The expert
explained:

“the real-world data are becoming a paradigm; target
patient populations are smaller and the information of
real-world relative effectiveness has become more import-
ant. Patient registries are also the basis for showing
medicine health benefit... real-life data are also import-
ant evidence.”

Finally, patient’s health-related quality of life was also
perceived as medicine health benefit as the public health
expert elaborated:

“We need to use measures of health benefit that
exceed the basic evidence of medicine’s efficacy but
concern the quality of life. But how are we going to
come to an agreement about one medicine being 10 or
20 or 50% better than another? Is QALY going to be
the measure?”
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The other experts unanimously agreed but pointed out
the concerns about appropriate comparators in clinical
trials once more.

Societal values and healthcare priorities
The whole panel was certain that priorities should be
based on population values and formed on general
population ethics, fairness, solidarity, sensitivity for per-
ceiving a disease as needed to be treated and risk accept-
ability. One stated:
“Ethics is the compassion for those who need help from the
community and whom we need to provide a decent life”.
They illustrated that sensitivity of the community for
its weaker members is an important aspect behind prior-
ity setting:

— “There are certain health problems that are not so
common but are so severe that the community
understands them as needed to be resolved, like some
rare diseases or Haemophilus B vaccination that we
reimburse...” was the clinician’s opinion meeting
patients daily;

— “It’s about the attitude that an individual has
towards himself, their own health and the health
or sickness of others” added the regulatory expert.

Further, an expert perceived risk acceptability as an as-
pect of population sensitivity differing between commu-
nities in how much one is willing to bear:

“Some societies are willing to accept more adverse
events than others... the perception of patients (about
medicine health benefit and risks) affects medicine use.”

From the regulatory point of view, the expert added:

“Societal values are very important and affect the pri-
orities and represent the link to legislation... sooner or
later the regulations about medicine reimbursement,
price-setting etc... reflect these values.”

However, they all shared the opinion that priority-
setting should not be in domain of decision-makers, but
the healthcare priorities should be defined in advance by
the general public who contributes to the national
healthcare fund and only then considered in reimburse-
ment decision-making as it was explained:

“Of course, one of the criteria affecting decision-making
should be what the healthcare priorities are... but
healthcare priority-setting is a part of another - a health-
care policy-making - discussion”.

Another expert said:

“The question is: what the representative opinion of our
people is?”

Finally, all experts agreed that decision-makers should
consider healthcare priorities through reimbursement
criteria whichever these are (e.g. as rareness of a disease,
severe debilitating diseases or particular patient populations
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considered priorities by the general public, such as the
children etc.). However, these should be set separately
by broader public debate and then used further in both:
forming the health policy and in medicine reimburse-
ment decisions.

Moreover, the public health expert’s opinion was that
all of the aforementioned concepts supposedly have very
much in common with other societal criteria:

“It about enabling equity... Ethical and social aspects
come together when answering to our inner sense for just-
ice: it is unjustly that someone with a rare inborn disease
is left alone to himself, and it is unjustly that someone
living in certain social circumstances has no rights”.

Burden of disease

The panel defined burden of disease as prevalence, po-
tential prevalence (a risk for disease outburst), morbidity,
mortality, and severity of disease summing up in the im-
pact of disease on an individual. The epidemiology-
oriented infectiologist described:

“Disease impact and health problem are represented
by disease severity, which means how a disease affects
health... First, how a disease affects the patient in terms
of morbidity and mortality, then, population-wise, it’s the
prevalence. Both dimensions — whichever increases, it in-
creases the health problem’.

However, an expert exposed the public health
perspective:

“The prevalence could be the measure, but in a public
health view, we are also worried about the potential
prevalence of a disease, e.g. in infectious diseases”.

The thought was continued by another expert:

“Especially, if a certain health problem is poorly cov-
ered by the existing standard of treatment, its impact
becomes larger... so, two aspects are important: quantita-
tive epidemiological aspect and how a patient and its en-
vironment are affected’.

Altogether, a combination of these factors should be
considered in medicine reimbursement decision-making
as one of the clinicians concluded:

“Shouldn’t we combine prevalence with disease sever-
ity? If something is very common but has little effect,
well... It has to be a suitable combination of both’.

Societal perspective of the disease
The experts believe it should be considered that a dis-
ease does not only affect the patient but also their rela-
tives, caregivers and the whole community. One expert
expressed:
“We need to consider what are the social consequences
and aspects of the fact that some health problem exists”.
The medicine reimbursement decision-maker men-
tioned sick leaves and health-related quality of life of all
affected by the disease:
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“I would put sick leaves and QALYs (quality-adjusted life
years) and DALYs (disability-adjusted life years), the qual-
ity of life in this aspect. I see it at the population level’”.

“...this is a social aspect in the sense of how a disease
affects the whole community”, continued the infectiolo-
gist and the regulatory expert agreed:

“Exactly. Not only the effect a disease has on the
patient but to all of those who are dragged behind.”

The experts also commented that it is our responsibil-
ity to include such aspects in decision-making, as was
pointed out by one expert:

“Social aspect should be considered because of our
demographic image”, pointing at the prevailing elderly
population.

One of the clinicians shared the opinion and added
that this is the aspect of “social responsibility”.

The panel saw disease impact on society connected
with medicine impact on society and perceived both as
currently missing aspects, as the medicine reimburse-
ment decision-maker elaborated:

“These aspects are what we are missing now or at least
we ignore them.”

Economic aspects

The panel discussed treatment cost, net budget impact
and willingness to pay as economic aspects needed to be
considered and very important in reimbursement
decision-making. The regulatory expert with pharmacoe-
conomics background pointed out that we need to be
realistic about the affordability in Slovenia — that it is a
small pharmaceutical market and that its purchasing
power is lower than in many other European countries.
Then, the expert defined cost as:

“The basic equation is simple: cost is price multiplied
by volume.”

From the clinician point of view, the cost could in-
clude more:

“It is an absolutely broader concept than medicine
price only. It is the cost of treatment containing, for ex-
ample sick leaves for taking care of a patient with
Alzheimer’s disease, and diagnostics”.

The public health expert presented a dilemma of
which perspective (societal or healthcare payer) to use in
pharmacoeconomic analyses and stated that budget im-
pact is a separate aspect than medicine cost or
cost-effectiveness:

“We should defend the societal perspective. But it is
complex to calculate and it does not reflect the relevant
information for the payer. I believe there is a general in-
trinsic contradiction (in performing pharmacoeconomic
analyses) ... Also, I would say that budget impact is a
separate aspect than cost-effectiveness... both aspects
should be used as separate aspects and including all
(medical) costs, related to medicine use”,
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Further, the panel strongly discussed about the value
per unit of health rather than cost-effectiveness after a
clinician arose the question:

“We are talking about the medicine and the models...
but, within the economic aspect, do we know what value
to attribute to life?”

Three experts mentioned that in the previous years
such a value was set for reimbursement decisions within
the Health Council for other health technologies and set
at 3-times gross domestic product which was used ac-
cording to the examples in other countries. They con-
cluded that it was used in reimbursement decisions, and
a former member of the Health Council added:

— “A threshold or a value of life is some kind of a ‘soft’
value affected by other aspects we have already
talked about previously. But the economic aspect is
important comparatively”

The other experts agreed that a relative comparison of
costs or cost-effectiveness between different alternatives
is crucial.

Finally, basing on the experience in healthcare man-
agement and reimbursement decision-making at the
Health Council, an expert replied that it would be nice
to have the thresholds set, besides the cost-effectiveness
threshold, and emphasised the importance of the societal
consensus about it.

Medicine implementation

Initially, the general opinion of the panel was that how
healthcare is organized is not something that should ne-
cessarily be considered in medicine reimbursement
decision-making, since this is a domain of healthcare
policy-making and not decision-making. However, the
expert facing reimbursement decisions regularly
expressed the importance of healthcare legislation and
organisation for reimbursement decisions:

“The background needs to be assured so you can cor-
rectly assess medicines... but it is not a criterion on its
own, in my view.”

The experts felt that the healthcare system needs to pro-
vide the fundamental framework for appropriate medicine
use and simultaneously enable solidarity for all insured,
explained by the clinician meeting patient every day:

“Implementation of a medicine needs to be considered
comprehensively; medicines are paid from public money,
meaning they have to be accessible for everybody financially
participating while guaranteeing solidarity... for example,
some medicines are available in ambulatory care, but not
in hospital care, some medicines are reimbursed in one hos-
pital but not in another... some kind of an organizational
system needs to be developed to overcome that’.
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The public health expert oriented into quality in
healthcare continued:

“In a way, it is immoral to implement a health technol-
ogy if there are no capacities in the healthcare system to
use it... maybe we shouldn’t reimburse a new medicine
today, but first enable the capacities to face the problem.”

Eventually, they all agreed that implementation is an
important aspect for decision-making and the medicine
reimbursement decision-maker concluded:

“It is extremely important that by decision-making we
improve the organization of healthcare, enable better pa-
tient flow and not worsen the situation, like increasing the
number of due to putting a medicine on a certain list”.

Medicine impact on community

The public health expert stressed the importance of
medicine impact on quality of life of others besides the
patients:

“One of the criteria is the effect of the medicine on
other people. We usually deal with the effect on the pa-
tient and how it affects their quality of life... But the rel-
atives who have to take care for them must also be
considered’.

The disease and medicine impact on community over-
lap and the experts agreed these are both missed aspects
in the current decision-making process. An expert re-
sponsible for allocating resources explained:

“If an anti-dementia medicine decreases the burden of
patient’s relatives, caregivers, especially if the patient
lives at home, we officially do not care about it at all.
Unofficially we do, of course, but this is not an official
criterion now”.

Additionally, an expert presented medicine impact on
community safety as a form of societal responsibility:

“It is not only the patient that needs to be safe but also
the whole community: for example, the problem of
antibiotic-resistance, the intentional misuse of certain
medicines or antipsychotics where safety of medicine use
is under question”.

Relevance of the criteria

The whole panel believed medicine reimbursement
should be considered broadly according to the medicine
reimbursement decision-maker’s words:

“Our decision-making system comprises multiple as-
pects and 1 believe in this way is more ethical and
comprehensive’”.

The whole panel also agreed on considering all aspects
discussed as criteria in decision-making: the expert expe-
rienced in health technology evaluation said some as-
pects are more relevant than others but should all be
considered in reimbursement decisions about all health
technologies, not only medicines. Another expert add-
itionally mentioned the problem of transforming these
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aspects into criteria and how to use them — either by al-
locating points or as yes/no decisions.

Regarding which aspects are more relevant than
others, the experts considered medicine health benefit
and risk as the central aspect in medicine reimburse-
ment decision-making as emphasized by the quotation:

“Efficacy is the crucial criterion. Everything else is built
around it”.

The experts understood safety as a complementary as-
pect to efficacy while the quality of evidence is what effi-
cacy and safety stand on. However, not all experts
perceived safety as relevant as effectiveness, as one clin-
ician expressed:

“Safety seems less relevant to me than efficacy and
medicine health benefit. Why? Because it is already ‘cut
off’ previously by regulatory bodies. So, at the stage of de-
ciding about reimbursement, the medicine is already
proven safe and cannot be that harmful.”.

Reversely, the expert with less experience in clinical
practice argued that safety aspect is important and could
not be taken for granted in reimbursement-decision
making even if proven previously by regulatory agencies
and said:

“this is the second most important question (in reim-
bursement decision-making)”.

A clinician summed up what most relevant criteria
should be:

“The extremely important aspects to me are efficacy
and health benefit, safety and the relevance of evidence
which are essential; but, of course, we can do nothing
without the economic aspect”.

Therefore, the panel considered the economic aspect
the second crucial criterion. One expert simply
explained:

“It's about what we invest in and what we get”.

The expert involved in healthcare policy-making added:

“The economic aspect is crucial and will be more and
more crucial according to the trend of developing more
medicines for more narrow populations and, therefore,
more expensive per unit.”

Further, the panel understood burden of disease tightly
related to societal values and healthcare priorities. They
considered both criteria relevant, especially regarding epi-
demiological data, disease severity and the priorities for
which they believe should be pre-determined on a national
level by the insured population, i.e. the Slovenian nation.

However, at that point, the debate about medicine
availability in Slovenia aroused, encouraged by the fol-
lowing expert’s question:

“I wonder if we can even talk objectively about taking
priorities into account... Is there any medicine that is not
available in our country? We have them all...”.

The expert responsible for reimbursement responded
that even if that was almost the case up to date,
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reimbursing all new medicines even for only a few pa-
tients would not be not possible anymore. Two other ex-
perts agreed and added that the challenges of medicine
reimbursement are becoming greater and that we need
to prioritize if we want a sustainable healthcare system.

Furthermore, they expressed that societal perspective of the
disease and medicine impact on community are neglected
and missed in the current decision-making process.

Medicine implementation was not considered very im-
portant but also not negligible.

Moreover, the cardiologist and the public health expert
thought that the relevance of each criterion can be adjusted
by weighting, as one of them said: “All aspects need to be
considered, also the organizational aspect. But if I had to do
it, I would put more weight to some than to others”.

In the end, one of the clinicians added another point of
view regarding reimbursement decision-making criteria:

“There is another dimension to the criteria which is
that they should be known and accepted by the experts
as well as by the community’.

Themes supporting the structure of criteria

Aside from topics regarding criteria, the experts also dis-
cussed general issues in medicine reimbursement, policy
making, healthcare legislation, and target populations.

They pointed out some examples of medicine
decision-making from other countries, e.g. the United
Kingdom where medicine reimbursement decision-making
is based mostly on medicines’ cost-effectiveness as a very
straight-forward one and too simple to work properly. On
the other hand, one pointed out that in the United King-
dom, lay public is included into decision-making, which is
also favourable for Slovenia. Additionally, a suggestion how
to make decision-making more reasonable was proposed:

“Is it suitable to talk about a final reimbursement deci-
sion? Or should we rather be re-evaluating reimburse-
ment decisions after some time, e.g. three years, and see
if a medicine has proven to be as effective in real-life
clinical practice as expected.”

The panel regret that healthcare priority setting is cur-
rently based on the interests of particular smaller groups,
such as particular patient associations or political groups
with power to influence policy-making, which was pointed
out at several occasions during the debate by three experts.

Additionally, they discussed defining target population
to be reimbursed under social aspects and healthcare
priorities. The medicine reimbursement decision-maker
explained that target populations should be defined by
the public health institutions and further considered in
reimbursement decisions within several criteria.

Priority setting and criteria transferability
The experts’ overall view was that healthcare priorities
should be determined based on community consent,
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regarding the values in society. They believed that priori-
tizing itself is not a decision-maker’s task, as One expert
familiar with health policy-making explained:

“We exceed the healthcare system here... it is the polit-
ics that has determined the priorities, but it is supposed
to be about the values in society”.

Another expert emphasized that setting priorities
should be wisely considered:

“Priorities should be determined responsibly, and then
followed. At the moment, there exists some “positive dis-
crimination” of certain diseases, e.g. rare diseases...”

Further, three experts expressed disagreement with
some of the priorities on the current list defined within
the Health Care and Health Insurance Act, e.g. diabetes,
psoriasis, some psychiatrical and neurological diseases,
since they believe that there exist conditions much more
serious for the patients or such that represent a greater
burden than those defined currently.

The experts agreed that some populations should be
considered our first concern following the intrinsic hu-
man sense of fairness, solidarity and ethics. The public
health expert was reflected in the following opinion:

“l understand the obligations of the healthcare system
as following priorities in healthcare which are somehow
set by the community... what we, as a community, have
decided that our priorities are...”.

Finally, the experts proposed some ways to help set
the priorities. For example:

“I would set the healthcare priorities based on epidemio-
logical studies — what currently represents the burden or a
future projection of what would represent the burden to
the community. I would set the priorities based on data.”

Another example was:

“If we have a severe disease that affects large population,
then this is an absolute national healthcare priority”.

Lastly, they agreed the decision-making criteria should
be unique for medicines, particular priority medicines
(e.g. rare diseases) and other health technologies if the
set is comprehensive, including all relevant aspects dis-
cussed. The regulatory expert with experience in health
technology assessment elaborated:

“If we consider all the categories, the population impact,
the burden of disease and ethics — they will all be taken
into account for a priority as well... I believe health tech-
nologies should be considered holistically — you can apply
all aspects either on medicines or on medical devices...”.

However, they advocated that the use of criteria should
be reasonable, allowing for different weights attributed
to same criteria in cases of healthcare priority versus
non-priority medicines.

Discussion
The Slovenian healthcare experts see reimbursement
decision-making comprehensively: they believe it needs
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to be fair and based on the community consensus, le-
gally supported healthcare organization, priorities and
criteria, and then reasonably performed. Generally, the
panel believes that the Slovenian reimbursement
decision-making is more all-inclusive than some others
(i.e. in the United Kingdom) and therefore more ethical
for considering multiple aspects. As in other healthcare
systems around the world, the Slovenian healthcare sys-
tem is also dealing with the problem of affordability of
new medicines; however, the general drive in the Sloven-
ian medicine reimbursement is to find a way to fund a
new medicine for at least a minimal critical number of
patients in need, if there is enough evidence for its effi-
cacy and safety. Therefore, the tendency in medicine re-
imbursement decision-making is to search for the ways
how to allocate the resources to be able to reimburse at
least a certain volume of a new medicine.

Still, they exposed the lack of public opinion in
decision-making and advocated that common beliefs
and values of people financially participating in the
healthcare system should represent the basis to deter-
mine healthcare priorities, target populations and target
medicines to be funded. This may be achieved by con-
sidering several criteria and by including lay people in
the process or at least assure that the criteria are ac-
cepted by them [30]. Also, the panel exposed that there
is a huge need to review the national healthcare prior-
ities, despite this being a topic the experts and
policy-makers would rather avoid.

Nevertheless, a decision-makers’ list should include
disease burden, societal disease perspective and
pre-defined national healthcare priorities. It should also
comprise the aspects concerning the medicine — its in-
fluence on health benefit including quality of life of all
concerned, medicine-related costs and willingness to pay
and the healthcare setting possibilities for its implemen-
tation. Unanimously, all experts believe that none of
these criteria could be completely neglected in reim-
bursement decision-making of whatever health technol-
ogy. However, they recognized significant differences in
criteria relevance.

Medicine’s efficacy and safety seemed the most import-
ant aspects to the whole panel to assure health gain where
appropriately designed clinical trials are crucial; if they
demonstrate efficacy and safety relevant for the clinical
practice (using adequate comparators, patient numbers
and end-points), they provide strong evidence and make
decision-makers’ job easier. Further, re-evaluating past de-
cisions using the new (real-life) clinical data can make
decision-making more reasonable.

Further, all experts considered economic aspects the
second key criterion where the overall cost and budget
impact are two basic elements needed for decision. Also
crucial, it is the value the society is willing to attribute to
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a certain health unit (value of life, value per
quality-adjusted life year etc.) and what are the agreed
thresholds. The experts complained that these are too
weakly established and little known by the public.

Medicine health benefit and economic aspects are
fully included in the EUnetHTA and EVIDEM frame-
works and also already importantly represented in the
existing Slovenian decision-making process [3, 4, 20,
21]. Despite that, the experts suggested some new fea-
tures: including real-world data, re-evaluating decisions
and setting more firm thresholds. Furthermore, societal
perspective should be defended when deciding how
much to invest.

Disease prevalence and severity representing disease
burden closely follow the first two criteria and are recog-
nized worldwide as aspects describing a health problem
[20-22]. The experts recognized that effects of disease
and medicine occurring at the population level are cur-
rently not considered enough. They exposed that we still
use an almost completely patient-centred approach while
we don’t consider the effects like quality of life of rela-
tives and caregivers (e.g. in evaluating an anti-dementia
medicine). They explained that the burden of disease is
very important; however, it does not by itself reflect the
‘social aspect’. Therefore, we should take medicine’s cap-
acity to improve community health-related detriments
into account in decision-making.

Last but not least, the medicine implementation was at
first doubted to be a relevant criterion in decision-making,
however, the experts argued this should be considered be-
side other criteria in order to take healthcare system cap-
acities and ability to use a medicine properly into account
and to avoid causing any disparities or difficulties in pro-
viding care to the patients.

Finally, the experts agreed that a ‘wise’ use of the cri-
teria needs to be assured in all situations.

Focus panel methodology was chosen to enable the
participants to communicate and develop their ideas.
The questions originating from the existing criteria
could influence the expert’s ideas, however, all experts
were well aware of the existing international criteria
frameworks before the discussion.

Nevertheless, we derived the proposed criteria set from
the opinions of five national healthcare representatives
with long-time experience in tackling different healthcare
issues. They also spontaneously tended to achieve a com-
mon conclusion and had similar motivation for participa-
tion: to help improve the decision-making process and
access to new medicines. Therefore, their views are a valu-
able basis for developing renewed criteria for medicines
reimbursement decision-making in Slovenia and similar
healthcare systems. In further efforts, all aspects should be
revealed in even more detail and confirmed by the experts
and the Slovenian population.
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Conclusions

The Slovenian healthcare experts advocate considering
multiple aspects in decision-making, as proposed by the
international frameworks and tools. Medicine health
benefit and economic aspects remain the most relevant
criteria. The experts suggest re-evaluating decisions with
included real-world clinical data and recognize that in
the existing process social aspects of disease and medi-
cine impact on the community are largely missed.

Abbreviations
HIIS: Health Insurance Institute of Slovenia

Acknowledgements
The authors sincerely thank all the members of the expert panel for sharing
their opinions, professional experience and profound thoughts.

Availability of data and materials
Not applicable. The data obtained in this study is qualitative in a form of discussion
verbatim transcript. Some of the citations are presented under Results.

Authors’ contributions

All authors (AD, AJ, IL, MK) were involved in study design and the
interpretation of results. AD, AJ and IL were also involved in data collection
and study performance. All authors have read and approved the final version
of the manuscript.

Ethics approval and consent to participate

All participants (experts) provided written consent to participate in the study.
The approval of the National Medical Ethics Committee at the Ministry of
Health of the Republic of Slovenia is not necessary in studies including
experts who are willing to participate.

Consent for publication
Not applicable.

Competing interests
The authors declare that they have no competing interests.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in published
maps and institutional affiliations.

Received: 16 March 2018 Accepted: 14 June 2018
Published online: 27 June 2018

References

1. Albreht T, Turk E, Toth M, Marn S, Ceglar J, Brinovec Pribakovic R, et al.
World Health Organisation. Slovenia Health system review Health Systems
in Transition Vol. 11 No. 3. 2009. http//www.euro.who.int/__data/assets/
pdf_file/0004/96367/E92607 pdf. Accessed 15 July 2017.

2. Business Directory of Republic of Slovenia. Health Care and Health
Insurance Act. Official Gazette of the Republic of Slovenia, No. 72/2006.
http://www.pisrs.si/Pis.web/pregledPredpisa?id=ZAKO213. Accessed 10 July
2017.

3. Business Directory of Republic of Slovenia. Rules on inclusion of medicines
on the list. Official Gazette of the Republic of Slovenia, No. 35/2013. http.//
www.pisrs.si/Pisweb/pregledPredpisa?id=PRAV11493. Accessed 10 July 2017.

4. Procedure for the assessment of new health programmes applications.
Health Council at the Ministry of health, The Republic of Slovenia. 2015.
http://www.mz.gov.si/fileadmin/mz.gov.si/pageuploads/zdravstveni_svet/
Postopek_-_vloge/Postopek_obravnave_vlog_april2015.pdf. Accessed 10
July 2017.

5. Business Report of the Health Insurance Institute of Slovenia for the year
2017. http//www.zzzs.si/ZZ7S/info/egradiva.nsf/0/0ef1d12ac176b7a1c12
5825700349f7b/SFILE/Poslovno%20poro%C4%8Dilo%20227S_12.4.2018 pdf.
Accessed 18 May 2018.

20.

22.

23.

24,

25.

26.

27.

Page 12 of 13

Cherny NI, Sullivan R, Torode J, Saar M, Eniu A. ESMO international
consortium study on the availability, out-of-pocket costs and accessibility of
antineoplastic medicines in countries outside of Europe. Ann Oncol. 2017;
28:2633-47.

Nielsen CP, Funch TM, Kristensen FB. Health technology assessment:
research trends and future priorities in Europe. J Health Serv Res Policy.
2011;16(suppl 2):6-15.

Dionne F, Mitton C, Dempster B, Lynd LD. Developing a multi-criteria
approach for drug reimbursement decision making: an initial step forward.
J Popul Ther Clin Pharmacol. 2015;22:e68-77.

Thokala P, Devlin N, Marsh K, Baltussen R, Boysen M, Kalo Z, et al. Multiple criteria
decision analysis for health care decision making-an introduction: report 1 of the
ISPOR MCDA emerging good practices task force. Value Heal. 2016;19:1-13.
Marsh K, l)zerman M, Thokala P, Baltussen R, Boysen M, Kalé Z, et al.
Multiple criteria decision analysis for health care decision
making—emerging good practices: report 2 of the ISPOR MCDA emerging
good practices task force. Value Heal. 2016;19:125-37.

Marsh K, Lanitis T, Neasham D, Orfanos P, Caro J. Assessing the value of
healthcare interventions using multi-criteria decision analysis: a review of
the literature. PharmacoEconomics. 2014;32:345-65.

Radaelli G, Lettieri E, Masella C, Merlino L, Strada A, Tringali M.
Implementation of EUnetHTA core model® in Lombardia: the VTS
framework. Int J Technol Assess Health Care. 2014;30:105-12.

Goetghebeur MM, Wagner M, Khoury H, Levitt RJ, Erickson LJ, Rindress D.
Evidence and Value: impact on Decision Making-the EVIDEM framework
and potential applications. BMC Health Serv Res. 2008,8:270.

Kwon S-H, Park S-K, Byun J-H, Lee E-K. Eliciting societal preferences of
reimbursement decision criteria for anti cancer drugs in South Korea. Expert
Rev Pharmacoecon Outcomes Res. 2017;17:411-9.

Hughes-Wilson W, Palma A, Schuurman A, Simoens S. Paying for the orphan drug
system: break or bend? Is it time for a new evaluation system for payers in Europe
to take account of new rare disease treatments? Orphanet J Rare Dis. 2012,7:74.
Youngkong S, Teerawattananon Y, Tantivess S, Baltussen R. Multi-criteria
decision analysis for setting priorities on HIV/AIDS interventions in Thailand.
Heal Res policy Syst. 2012;10:6.

Schey C, Krabbe PFM, Postma MJ, Connolly MP. Multi-criteria decision
analysis (MCDA): testing a proposed MCDA framework for orphan drugs.
Orphanet J Rare Dis. 2017;12:10.

Paolucci F, Redekop K, Fouda A, Fiorentini G. Decision making and priority
setting: the evolving path towards universal Health Coverage. Appl Health
Econ Health Policy. 2017;15(6):697-706.

Viyanchi A, Rasekh HR, Rajabzadeh Ghatari A, Safikhani HR. Selecting the
Acceptance Criteria of Medicines in the Reimbursement List of Public
Health Insurance of Iran, Using the & quot; Borda & quot; Method: a Pilot
Study. Iran J Pharm Res 1JPR. 2015;14:1305-16.

European Network for Health Technology Assessment. Assessment element
tables for HTA Core Model Application for Pharmaceuticals (3.0). 2015.
http://meka.thlfi/htacore/model/AE-tables-pharma-3.0.pdf. Accessed 1 June
2017.

Evidence and Value: Impact on DEcisionMaking (EVIDEM). Decision criteria
conceptual background, definitions, Design & instructions. 2015. https.//
www.evidem.org/docs/2015/EVIDEM-v3-0-Decision-criteria-conceptual-
background-definitions-and-instructions-June-2015b.pdf. Accessed 1 June
2017.

Guindo LA, Wagner M, Baltussen R, Rindress D, van Til J, Kind P, et al. From
efficacy to equity: literature review of decision criteria for resource allocation
and healthcare decisionmaking. Cost Eff Resour Alloc. 2012;10:9.

Panteli D, Eckhardt H, Nolting A, Busse R, Kulig M. From market access to
patient access: overview of evidence-based approaches for the
reimbursement and pricing of pharmaceuticals in 36 European countries.
Heal Res Policy Syst. 2015;13:39.

Golan O, Hansen P, Kaplan G, Tal O. Health technology prioritization: which
criteria for prioritizing new technologies and what are their relative
weights? Health Policy. 2011;102:126-35.

Iskrov G, Stefanov R. Criteria for drug reimbursement decision-making: an
emerging public health challenge in Bulgaria. Balkan Med J. 2016;33:27-35.
Thokala P, Duenas A. Multiple criteria decision analysis for health
technology assessment. Value Heal. 2012;15:1172-81.

Devlin N, Sussex J. Incorporating multiple criteria in HTA. Methods and
processes. 2011, https.//www.ohe.org/publications/incorporating-multiple-
criteria-hta-methods-and-processes. Accessed 15 July 2017.


http://www.euro.who.int/__data/assets/pdf_file/0004/96367/E92607.pdf
http://www.euro.who.int/__data/assets/pdf_file/0004/96367/E92607.pdf
http://www.pisrs.si/Pis.web/pregledPredpisa?id=ZAKO213
http://www.pisrs.si/Pis.web/pregledPredpisa?id=PRAV11493
http://www.pisrs.si/Pis.web/pregledPredpisa?id=PRAV11493
http://www.mz.gov.si/fileadmin/mz.gov.si/pageuploads/zdravstveni_svet/Postopek_-_vloge/Postopek_obravnave_vlog_april2015.pdf
http://www.mz.gov.si/fileadmin/mz.gov.si/pageuploads/zdravstveni_svet/Postopek_-_vloge/Postopek_obravnave_vlog_april2015.pdf
http://www.zzzs.si/ZZZS/info/egradiva.nsf/0/0ef1d12ac176b7a1c125825700349f7b/FILE/Poslovno%20poro%C4%8Dilo%20ZZZS_12.4.2018.pdf
http://www.zzzs.si/ZZZS/info/egradiva.nsf/0/0ef1d12ac176b7a1c125825700349f7b/FILE/Poslovno%20poro%C4%8Dilo%20ZZZS_12.4.2018.pdf
http://meka.thl.fi/htacore/model/AE-tables-pharma-3.0.pdf
https://www.evidem.org/docs/2015/EVIDEM-v3-0-Decision-criteria-conceptual-background-definitions-and-instructions-June-2015b.pdf
https://www.evidem.org/docs/2015/EVIDEM-v3-0-Decision-criteria-conceptual-background-definitions-and-instructions-June-2015b.pdf
https://www.evidem.org/docs/2015/EVIDEM-v3-0-Decision-criteria-conceptual-background-definitions-and-instructions-June-2015b.pdf
https://www.ohe.org/publications/incorporating-multiple-criteria-hta-methods-and-processes
https://www.ohe.org/publications/incorporating-multiple-criteria-hta-methods-and-processes

Deticek et al. BMC Health Services Research (2018) 18:496

28.

29.

30.

Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative
research (COREQ): a 32-item checklist for interviews and focus groups.

Int J Qual Heal Care. 2007;19:349-57.

O'Brien BC, Harris IB, Beckman TJ, Reed DA, Cook DA. Standards for
reporting qualitative research. Acad Med. 2014;89:1245-51.

Gatherer A. Evidence, values, and "right versus right” dilemmas in public
health practice. J Public Health Policy. 2011,32:504-7.

Page 13 of 13

Ready to submit your research? Choose BMC and benefit from:

o fast, convenient online submission

o thorough peer review by experienced researchers in your field

 rapid publication on acceptance

o support for research data, including large and complex data types

o gold Open Access which fosters wider collaboration and increased citations
e maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions




	Abstract
	Background
	Methods
	Results
	Conclusions

	Background
	Methods
	Study design
	Expert panel selection
	Criteria domains and themes discussed
	Research group
	Qualitative data analysis

	Results
	Criteria derived from the discussion
	Medicine health benefit and risk for the patient
	Societal values and healthcare priorities
	Burden of disease
	Societal perspective of the disease
	Economic aspects
	Medicine implementation
	Medicine impact on community

	Relevance of the criteria
	Themes supporting the structure of criteria
	Priority setting and criteria transferability

	Discussion
	Conclusions
	Abbreviations
	Acknowledgements
	Availability of data and materials
	Authors’ contributions
	Ethics approval and consent to participate
	Consent for publication
	Competing interests
	Publisher’s Note
	References

