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Regulatory and clinical perspective on patient access to antidiabetic
medicines in Slovenia

PerynatopHa 1 KITUHHYKA MEPCHIEKTHUBA JOCTYITHOCTH aHTUANja0eTHKA

nanyujeHTuMa y CoBeHHju

SUMMARY

Introduction/Objective Three novel classes of
antidiabetic medicines have been introduced to the
market in the last decade, namely dipeptidyl
peptidase-4 inhibitors, glucagon-like peptide-1
analogues and sodium-glucose co-transporter 2
inhibitors. There are many factors that influence
patient access to these medicines and their utilization
in clinical practice that need to be explored.

The aim of the study was to gain an insight into patient
access to antidiabetic medicines in Slovenia from a
regulatory and clinical point of view.

Methods A focus group with five Slovenian experts
(representatives of regulatory bodies and prescribers
of antidiabetic medicines) was performed in/January
2019. The discussion was audiotaped upon obtaining
written consent from the experts and transformed into
a verbatim transcript. Two researchers independently
analyzed the content of the-discussion, using NVivo
11 to identify main themes and.subthemes.

Results Slovenia provides satisfactory patient access
to antidiabetic medicines; ~however, prescribing
restrictions and unequal access to diabetologists in the
Slovenian regions may limit patient access to novel
antidiabetic medicines. Prescribing restrictions should
be aligned with the new evidence on cardiovascular
benefit of some antidiabetic medicines. A national
registry of patients with diabetes should be established
in order to obtain reliable data on patient outcomes
and improve the quality of patient care.

Conclusion Patient access to antidiabetic medicines
not only in Slovenia but also in other countries could
be improved by changing prescribing restrictions,
establishment of national registries of patients with
diabetes and involvement of multidisciplinary teams
in diabetes care.

Keywords:  Diabetes  Mellitus;  Antidiabetic
Medicines; Patient Access; Focus Groups; Diabetes
Care
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CAXETAK

Yo/ Husb Y 1n0CIenmn0j ACEHUjH YBEIEeHE CY. TpH
WHOBAaTHUBHE BPCTE aHTUANja0ETHKA, a TO Cy MHXUOU-
TOPU JUNENTHIWI NenTHaase-4, aHajaosu IiiyKaroHa
CIMYHA TeNnTHUAy-l1 ¥ WHXHOUTOpW HATpHjyMa H
riaykose 2. Hekonuko YAFCHHLAa yTHYe HA JOCTYII-
HOCT OBHX JICKOBA MalMjeHTHMA Te TPEeOa UCTPaKUTH
IUXOBU YIIOTPEOU Y KIIMHUYKO] MTPAKCH.

b cTyuje O1o je 1a ce CTeKHE YBU Y IOCTYITHOCT
antunujabervka  mnanujentrMa y CroBeHWju ca
peryJaTopHe U KIHHUYKE TauKe LJISIUIITA.

Metoge @PokxycHa Trpymna ca TMeT CIOBEHAaYKHUX
CTpyumhaka. (IPEICTaBHULM PEryJaTOPHUX Tela M
KOPHUCHUIIM aHTHIWjabeTHKa) cacTaja ce y jaHyapy
2019. Jluckycuja je CHUMJbCHA 3BYYHHM 3aITHCOM, a
HAaKOH J00Mjama MHCMEHE CarjaCHOCTH CTPYYHaKa
HaIpaBJbeH je MUCaHU TPAHCKPUIT. J[Boje HCTpaku-
Baya Cy HE3aBHCHO aHAIN3UPAJIH CaApiKaj AUCKyCHje,
kopucrehu HBuBo 11 na naeHtndukyjy riaBHe Teme
U [OJTEME.

Pesyaratn CroBeHuja mpya 3a10BoJbaBajyhi HUBO
JOCTYITHOCTH aHTUIUja0eTHKa NanujeHTuma, mely-
THM, OTPaHHYEHa y POITUCHBAY JIEKOBA U HEjeTHAK
HPUCTYH 11jabeToI03UMa y CIIOBEHAYKHM PErHOHNMA
MOTY OIPaHHYUTH NPHUCTYI MALXjeHTa HHOBATUBHUM
aHTHIMjabeTnyapuma. OrpaHudYerma y NPOIHCHBAbY
JexkoBa Tpeba YCKIaJUTH ca HOBUM JOKa3uMa o
KapJMOBacKyJIapHUM NPEeJHOCTHMA olpel)eHux aHTu-
nmjabernka. [1oTpeOHO je yCIIOCTaBUTH HAIIOHAITHU
perucrap mamnujeHara ca aujaberecoM Kako Ou ce
JOOWIN TOY3[IaHU TMOJAald O HCXOAUMA Jieuerha U
no00JbLIA0 KBAJIHUTET HEre MallfjeHara.

3aksbyuyak HeonxonHo je moOosbliaTv AOCTYIHOCT
aHTHMja0eTHKa ManrjeHTHMa He caMo y CIIOBEHHjH
Beh M y IpyruM 3emibama MPOMEHOM OrpaHHYeHha 3a
MIPOTIMCHBALE JIEKOBA, YCHOCTABIbAKEM HalMOHAII-
HOT perucTpa naiujeHara ca JiujadbeTecoM 1 yKIbYUIH-
BambeM MYJITHIMCHUIUIMHAPHUX THMOBA Y JICUCH:E
njabereca.

Kmbyune peun: J[Iujaberec, Amnruanjabernyapw,
[pucryn naumjentuma, @doxycHa rpymna, Jleueme
nujabereca

Copyright © Serbian Medical Society
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INTRODUCTION

Slovenia has a social Bismarck-type health insurance system, which is mainly financed
through compulsory health insurance, that is provided by the Health Insurance Institute of
Slovenia (HIIS) and is mainly funded by payroll taxes. The HIIS is also involved in medicine
reimbursement decision-making. The Reimbursement Committee evaluates applications for
medicine reimbursement and makes a recommendation, while the HIIS makes the final
decision on medicine reimbursement [1]. All antidiabetic medicines in Slovenia are fully
covered by compulsory insurance; however, even for these medicines the HIIS can introduce
various measures to control medicine expenditure, e. g. prescribing restrictions, reference
pricing.

Three novel classes of antidiabetic medicines-have obtained marketing authorization in
the EU since 2006, namely dipeptidyl peptidase-4 inhibitors (DPP-4i), glucagon-like peptide-
1 receptor agonists (GLP-1RA) and sodium-glucose co-transporter 2 inhibitors (SGLT2i). A
recent study (unpublished data), which evaluated patient access to novel antidiabetic
medicines in 11 European countries, showed that in 2016, the proportion of novel antidiabetic
medicines consumption in Slovenia was lower than in most other European countries
included in the study. The uptake of novel antidabetic medicines in Slovenia was similar to
that in Sweden and Italy, accounting for less than 10 percent of total antidiabetic medicines
consumption, while in Spain and Austria it accounted for more than 25 percent. There may be
many factors affecting patient access to antidiabetic medicines in Slovenia that should be
investigated in order to plan appropriate measures to optimize patient access to these
medicines and their outcomes.

The aim of the study was to gain an insight into patient access to antidiabetic medicines

in Slovenia from a regulatory and clinical point of view.
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METHODS
A semi-structured focus group with five Slovenian experts was performed in January
2019. The Consolidated Criteria for reporting Qualitative Research (COREQ) [2] were

followed when conducting and reporting this focus group.

Research team

The research team consisted of four researchers working in an academic environment:
two researchers and faculty professors, a researcher with a PhD in pharmacoeconomics and a
second-year doctoral student. The researchers are familiar with qualitative study designs and

have conducted several focus panels and other 'types of qualitative studies [3, 4, 5].

Selection of participants

A purposive sampling technigue was used with the aim to gather a heterogeneous group
of experts who do not only have an in-depth insight into the healthcare system and patient
access to antidiabetic-medicines, but also the ability to influence diabetes management in
Slovenia.

To obtain the regulatory point of view, we invited representatives of two institutions
involved in the regulation of medicines, namely the HIIS and the Agency for Medicinal
Products and Medical Devices of the Republic of Slovenia (JAZMP). To obtain the clinical
perspective, we invited representatives of physicians (diabetologists and general
practitioners) who work as clinicians with patients with diabetes and who have been actively
involved in the development, implementation and monitoring of the national diabetes
programme. One of the key objectives of the programme [6] is to ensure access to
comprehensive, integrated, equal, effective and safe patient care, which also includes

provision of patient access to antidiabetic medicines. Initially, seven experts were invited to
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participate in the discussion via e-mail: 1 from each of the two regulatory bodies and 5
physicians. Two physicians could not participate in the discussion due to other obligations.
The focus group consisted of five experts:

. Two diabetologists with more than 20 years of experience in managing patients with
diabetes, working at two of the leading Slovenian hospitals in different regions (D1,
D2);

. A representative of general practitioners working at the community health center with
more than 10 years of experience in family medicine, and a member of coordination
working group at the Ministry of Health, which s responsible for the implementation of
the national diabetes programme [6] (GP);

. A representative of the HIIS from the Department for medicines with more than 20
years of experience in medicine reimbursement decision-making (HIIS);

. A representative of JAZMP from the department focusing on access to medicines,

health technology assessment and medicine pricing (JAZMP).

Study design

A semi-structured panel discussion took place in an academic environment in January
2019. The discussion was facilitated by the researcher with PhD, who was previously trained
in facilitating discussion by faculty professors. Faculty professors observed the discussion
and doctoral student took notes on non-verbal communication. The discussion lasted one and
a half hours and was audio-recorded upon obtaining written consent from all participants. The
discussion began with a brief introduction of each focus group member. After the
introduction, the facilitator posed a set of open-ended questions, which are listed in Table 1.
The questions were based upon literature review and the results of a

pharmacoepidemiological analysis that evaluated patient access to novel antidiabetic
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medicines in eleven European countries. At the end of the discussion, the experts had the

opportunity to expose any additional comments or suggestions.

Data analysis

A verbatim transcript of discussion was made by the facilitator of the focus group. A
transcript was analyzed using a content analysis approach with NVivo 11 to identify main
themes and subthemes of the discussion. Two researchers independently coded the data based
on key expressions. Each researcher developed a separate coding tree with main themes and
subthemes. After comparing the coding trees, they reached agreement on the final themes and
subthemes. Then one of the researchers set a new theme hierarchy based upon agreement,

while the second researcher reviewed the final coding hierarchy (Table 1).

RESULTS
Four main themes were derived from the discussion, which are presented in Tables 2, 3

and 4. The tables also-present the most important participants’ quotes.

Patient access to antidiabetic medicines

From the experts’ point of view Slovenia provides satisfactory patient access to
antidiabetic medicines. It has been particularly emphasized that Slovenia provides good
patient access to older antidiabetic medicines, which should not be taken for granted. In
addition, Slovenia provides better patient access to antidiabetic medicines compared to the
countries of the former Yugoslavia and Eastern Europe, while it is still a bit behind with
regard to patient access to novel antidiabetic medicines when compared to some other
countries, e.g. Spain, Austria, Germany. Furthermore, Slovenia has a lower prescribing rate

of insulins in comparison with the Nordic countries, especially Sweden. The experts also
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highlighted the problem that in Slovenia triple combination therapy is often used instead of

insulin.

Factors that influence patient access to antidiabetic medicines

The panel agreed that prescribing restrictions are necessary for the sustainability of the
healthcare system, but pointed out that they limit patient access to novel antidiabetic
medicines. Some antidiabetic medicines, namely DPP-4i and SGLT2i, can only be prescribed
by diabetologists, but patients in Slovenia do not have equal access to diabetologists, which
affects their access to these medicines. In addition, the experts agreed that new evidence on
cardiovascular benefit of certain antidiabetic medicine groups will pose a challenge for both
decision-makers and prescribers of antidiabetic medicines in order to provide access to these
medicines for patients with established cardiovascular disease. On the other hand, the
representative of JAZMP argued that Reimbursement Committee sets prescribing restrictions
in such a manner that patients most in need and those with greatest expected benefits have
access to medicines.

Another factor that may influence patient access to antidiabetic medicines are medicine
prices. In comparison with other countries, older medicines are generally more expensive in

Slovenia, while novel antidiabetic medicines are cheaper (Table 2).

Influence of patient access to antidiabetic medicines on patient outcomes

The experts agreed that the multifactorial treatment approach has the greatest influence
on the outcomes of patients with diabetes. In their opinion the selection of antidiabetic
medicine in the following years will be based on the cardiovascular risk of the individual
patient. Patients with established cardiovascular disease will be treated with medicines with

proven cardiovascular benefit, namely SGLT2i and GLP-1RA.
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Experts also discussed the influence on outcomes of patients with diabetes in Slovenia.
They agreed that both mortality rates and the number of people with diabetes who experience
cardiovascular events in Slovenia are decreasing in recent years. On the other hand, they
pointed out the lack of data on other outcomes, namely amputations, retinopathies and kidney

failure (Table 3).

Suggestions for improvement of patient access to antidiabetic medicines

Experts expressed the need to change prescribing restrictions especially for SGLT2i to
provide these medicines to patients at high cardiovascular risk. They also argued that GPs
should be able to prescribe DPP-4i and SGLT2I to ensure-more equal patient access to these
medicines.
One of the diabetologists suggested involving other healthcare professionals in prescribing of
antidiabetic medicines. Another expert emphasized the need to establish multidisciplinary
teams in diabetes care. One of the attempts to establish multidisciplinary teams was the
introduction of family-medicine reference clinics (FMRCs) at the primary level of the
healthcare system. The general opinion of the experts was that the implementation of FMRCs
was an excellent idea; however, they agreed that their potential is unexploited.

The experts stressed the need to establish a Slovenian national registry of patients with
diabetes several times in order to obtain more reliable data on the outcomes of patients with

diabetes (Table 4).

DISCUSSION
The participants agreed that Slovenia provides satisfactory patient access to antidiabetic
medicines that is comparable with most European countries. However, some countries, such

as Spain, Austria and Germany provide better patient access to novel antidiabetic medicines
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than Slovenia [2]. The aspect that should not be neglected is that Slovenia provides good
patient access to older antidiabetic medicines, while some smaller European countries already
faced with the problem of availability of older antidiabetic medicines, especially metformin.

The most important factor that may affect patient access, especially to novel
antidiabetic medicines, are prescribing restrictions. There are several prescribing restrictions
that apply to novel antidiabetic medicines, e.g., SGLT2i and DPP-4i can only be prescribed
by diabetologists and neither of these groups of medicines can be used as first-line therapy.
On the other hand, GLP-1RA could also be prescribed by GPs, but only to patients with body
mass index equal to or greater than 30 kg/m? who are already receiving maximum doses of
dual oral combination therapy [7]. However, GPs are reluctant to prescribe GLP-1RA due to
lack of knowledge about these medicines.

Due to unequal access to diabetologists-across Slovenian regions [8], patients living in
regions with poorer accessto diabetologists (especially patients from the eastern Slovenian
regions) may have poorer access to DPP-4i and SGLT2i. Prescribing restrictions of SGLT2i
and GLP-1RA should-be changed to align with new evidence on the cardiovascular benefit of
some medicines of the SGLT2i and GLP-1RA drug classes [9].

In subsequent years, cardiovascular prognosis will probably be the key factor
influencing the choice of antidiabetic medicine for individual patient. Cardiovascular
outcomes and mortality rates of patients with diabetes in Slovenia are improving, but there is
a lack of reliable data on other outcomes, especially amputations. There is a need to establish
a national registry of patients with diabetes, following the example of some other countries,
e.g., Sweden and Denmark [10, 11]. Sweden is a country with the best diabetes care in
Europe [12], and a national registry is one of the factors that importantly contributes to the
quality of patient care. Experts saw the potential for establishing a registry in Slovenia using

FMRCs, where nurses could set up and maintain a national registry of patients with diabetes.
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FMRCs have been established with the aim of providing preventive screening for some
chronic diseases, including diabetes, identifying and monitoring risk factors for chronic
diseases and providing patient education [13]. Therefore, they are playing an important role
in the early detection of diabetes and hereby in providing early access to care for these
patients, including early access to antidiabetic medicines that can be prescribed by a GP. In
experts’ opinion the concept of FMRCs was promising but should be upgraded. One of the
areas for improvement is in providing group rather than individual education for patients with
diabetes. The model of FMRCs may serve as a basis for involving multidisciplinary teams in
diabetes care and improving patient care.

The current study provides an insight into patient access to antidiabetic medicines from
a regulatory and clinical point of view and identifies factors that influence it. In addition, it
proposes measures to improve patient access to antidiabetic medicines and their outcomes,
which not only apply to Slovenia but also to other countries. Our study has some important
strengths. COREQ criteria were followed for performing and reporting this study. To ensure
study validity, the discussion was audiotaped and a verbatim transcription of the discussion
was made. Furthermore, two coders independently identified main themes and subthemes of
discussion and jointly interpreted the results.

Nevertheless, it is important to consider some limitations when interpreting findings of
this study. First, only one focus group was conducted; however, the representatives of key
stakeholders (regulatory bodies and clinicians), who do not only have an in-depth insight into
patient access to antidiabetic medicines, but also the ability to influence diabetes management
in Slovenia were invited to participate. The number of representatives of regulatory bodies
with specific knowledge on the study topic in Slovenia is limited, and therefore the
possibilities to conduct a series of focus groups with different representatives of regulatory

bodies are also limited and would most likely not add to the results. Nevertheless, we could

DOI: https://doi.org/10.2298/SARH210125058Z Copyright © Serbian Medical Society



Srp Arh Celok Lek 2021 | Online First July 2, 2021 | DOI: https://doi.org/10.2298/SARH210125058Z 11

conduct another focus group including only representatives of clinicians, but in this case
different stakeholders would not be able to interact and discuss the opinions of other
participants, which is one of the main advantages of focus groups. Second, although the focus
group facilitator encouraged all participants to express their views and opinions, some parts
of the discussion pertaining to clinical aspects were discussed more specifically by
diabetologists. Third, transcripts and study findings were not returned to the expertsfor
additional feedback and confirmation of study findings. However, the study results were
discussed among all four researchers who attended the discussion. During the discussion, no

specific questions regarding the interpretation of the study results arose.

CONCLUSION

Slovenia provides satisfactory patient access to antidiabetic medicines; which is mainly
affected by prescribing restrictions.and unequal access to diabetologists across Slovenian
regions. The most important measure to improve patient access to antidiabetic medicines not
only in Slovenia but also in other countries is changing prescribing limitations. In addition,
national registries of patients should be established to monitor patient outcomes.
Multidisciplinary teams should be involved in diabetes care. The model of FMRCs from
Slovenia may serve as a basis for the establishment of multidisciplinary teams; however, the
activities of these clinics should be clearly defined from the beginning and carried out at the

national level, involving representatives of all stakeholders included in diabetes care.
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Table 1. A set of questions used to lead a discussion

Patient access to antidiabetic medicines and utilization of antidiabetic medicines in
Slovenia

List positive aspects of patient access to antidiabetic medicines and utilization of antidiabetic
medicines in Slovenia.

e From the clinical perspective

e From the system perspective

List key challenges of patient access to antidiabetic medicines and utilization of antidiabetic
medicines in Slovenia.

e From the clinical perspective

e From the system perspective

Influence of differences in patient access to antidiabetic medicines on health outcomes
What impact do differences in patient access to antidiabetic. medicines have on health
outcomes?

Opportunities for improvement

What are the most important measures to improve patient access to antidiabetic medicines
and diabetes management in Slovenia?

e At system level

e At clinical practice level
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Table 2. Quotes supporting themes Patient access to antidiabetic medicines and Factors that

influence patient access to antidiabetic medicines

Patient access to antidiabetic medicines
Patient access to antidiabetic medicines in Slovenia
[JAZMP]: “Slovenia provides good patient access to medicines, not only in the field of diabetes, but
in other fields as well.”
[D1]: “Patients, who benefit the most, with best expected health outcomes, have access to medicines.
Patients in whom smaller benefit is expected do not have such access to medicines. | assume that the
greatest benefits with regard to health outcomes are covered with our access to. medicines.”
Comparison of patient access to antidiabetic medicines in Slovenia and other countries
[D1]: “Slovenia provides better patient access to antidiabetic medicines compared to the countries
of the former Yugoslavia (e.g. Croatia, Serbia) and Eastern Europe; however, in terms of patient
access to novel antidiabetic medicines, Slovenia is still somewhat behind compared to'some other
countries [e.g. Spain, Austria, Germany].”
[JAZMP]: “Some smaller European countries, e.g. Cyprus, Malta are already .facing problems with
the availability of older medicine. | would like to emphasize that the Reimbursement Committee is
trying to do its best to enable good patient access to.older medicines.”
Lower prescribing rate of insulin in Slovenia compared to Nordic countries
[D1]: “A lot of insulin, basal insulin, is being prescribed in Nordic countries.”
[D2]: “Swedes routinely monitor HbALC levels and introduce insulin when target HbAlc levels
cannot be achieved using oral antidiabetic medicines.”
[D1]: “Slovenian patients often remain on triple therapy which is expensive. And triple combination
therapy is allowed by the health insurance institute, whereas Swedes initiate insulin earlier in the
course of Type 2 diabetes.™
The proportion of novel antidiabetic medicines consumption is lower than in other countries
[HIIS]: “With regard to utilization of novel antidiabetic medicines, Slovenia is comparable to
Sweden, but not to Austria and Spain.”
[D1]: “Sweden has higher consumption of GLP-/RA compared with Slovenia.”
Factors that influence-patient access to antidiabetic medicines
Prescribing restrictions
[GP]: “Some-groups of patients benefit from novel antidiabetic medicines. Prescribing restrictions
are influenced by medicine prices and the number of patients with Type 2 diabetes; however, they
are necessary for the sustainability of the healthcare system.”
[JAZMP]: “The Reimbursement Committee is trying to set prescribing restrictions in such a manner
that patients most in need and patients with greatest expected benefits get the medicines.”
[D2]: “What has been bothering me for several years is that certain medicines can be prescribed
only by diabetologists. Some Slovenian regions provide poorer patient access to diabetologists,
which automatically affects patients’ access to medicines that can be prescribed only by
diabetologists.”
[D1]: “New evidence in diabetology represents huge challenge. New studies of some novel
antidiabetic medicines showed benefit in terms of treatment outcomes in patients with established
cardiovascular disease. This evidence is so important that it will be challenging not to provide certain
patients with these medicines or to treat them with older medicines without this evidence.”
Medicine prices
[HIIS]: “Older medicines are generally a bit more expensive in Slovenia, because the market is small
which makes it harder to negotiate. And there is only one or two manufacturers and we are really
careful in order to keep them on the market. However, apparently we are better negotiators for novel
medicines.”
D1 - diabetologist 1; D2 — diabetologist 2; GP — general practitioner; HIIS — representative of the Health
Insurance Institute of Slovenia; JAZMP — representative of the Agency for Medicinal Products and Medical
Devices of the Republic of Slovenia; GLP-1RA — glucagon-like peptide-1 receptor agonists
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Table 3. Quotes supporting theme Influence of patient access to antidiabetic medicines on patient outcomes
Influence of patient access to antidiabetic medicines on patient outcomes

Treatment approach to improve patient outcomes

[D2]: “Multifactorial approach had the greatest influence on patient outcomes. Not only
diabetes but also lipids, blood pressure and other measures.”

[D1]: “Cardiocentric approach will be crucial in the following years. In addition to
multifactorial approach also choosing the right medicine with regard to these outcomes.™

[D1]: “Studies with DPP-4i did not show benefits, but they are safe in early stage in addition
to metformin. However, for such a diagnosis (established cardiovascular disease) SGLT2i
and GLP-1/RA are more appropriate.”

Outcomes of patients with diabetes in Slovenia

[HIIS]: “Cardiovascular outcomes of Slovenian patients are significantly improving. The
mortality rate is decreasing rapidly. We have global indicators. With the exception of
amputations for which I don’t know where we stand, we are doing very well with regard to
global health indicators, those most important ones.”

[HIIS]: “We need to know what the incidence of the second most important outcome
[amputations] is. | find it unacceptable:that the medical profession has no data on the
incidence of amputations.”

[D1]: “The medical profession does not have this data. This is divided among several
specialties and the acknowledgment of that.”

[D2]: “We also need data on the incidence of blindness, end-stage kidney failure, etc.”

D1 - diabetologist 1; D2 - diabetologist 2; GP — general practitioner; HIIS — representative of
the Health Insurance Institute of Slovenia; DPP-4i — dipeptidyl peptidase-4 inhibitors; GLP-
1RA - glucagon-like peptide-1 receptor agonists; SGLT2i — sodium-glucose co-transporter 2
inhibitors
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Table 4. Quotes supporting theme Suggestions for improvement of patient access to

antidiabetic medicines

Suggestions for improvement of patient access to antidiabetic medicines

Change in prescribing restrictions

[D1]: “It is important to change prescribing restrictions in order to provide better patient access to
medicines.”

[D1]: “Now that we have evidence of cardiovascular benefit, Slovenia should open the door at least a little
bit for patients at high risk, high cardiovascular risk. Especially for SGLT2i.”

[HUS]: “According to this discussion, SGLT2i are a group of medicines for which it would be reasonable to
open the door at least a little bit. This is the group from which everyone would benefit the most.”

[D2]: “GPs are qualified to prescribe DPP-4i and SGLT2i. These medicines have more or less evaluated
safety profiles, so safety aspects should not be a barrier for prescribing.”

[GP]: “GPs are generally somewhat reluctant to prescribe novel antidiabetic medicines. Additional training
on these medicines should be provided to GPs. In such a case, we would probably start prescribing these
medicines. Nevertheless, physicians prefer to prescribe medicines with which they are familiar with. They
know what the side effects are and what to expect.”

Establishment of national registry

[D2]: “Until we have a registry, we won't have reliable data on amputations:”

[D2]: “What has been missing in Slovenia for several years:is a unified registry of patients with diabetes.
This should be a national project. Until we have a registry, we won't-know what is going on with diabetes in
Slovenia.”

[GP]: “I would like to refer to the nurses in the FMRCs. I think that in the future we could have a complete
national registry. Nurses should write down all patient data once a year. Or this data could be collected
elsewhere. We need a joint system, There is such a mess of data, some data is here and some data is there.
Some patients are registered in reference clinics, some are not.”

Involvement of other potential medicine prescribers

[D2]: “Nurses in FMRCs should be legally and professionally enabled to change therapy. England is a good
model of this practice... Nurses in foreign countries titrate medicines, they don’t prescribe them. The
prescription is still written by aphysician.”

[JAZMP]: “Nurses.don’t have in-depth knowledge of pharmacotherapy ... Pharmacists have more knowledge
of pharmacotherapy than nurses. In my opinion, we need to consider multidisciplinary teams.”

Improvement of the concept of FMRCs

[D2]: “A lot of money is spent for very little benefit. That’s what bothers me about the concept of FMRCs.
However, I think the basic idea of involving FMRCs in the management of patients with diabetes was
excellent.”

[HIS]:. “The potential of FMRCs is unexploited and the concept is not clear.’
[HUS]: “Nurses in the FMRCs are providing individual counseling. I think it would be reasonable to
perform group education for patients with diabetes. The concept of FMRCs should be upgraded. ”

>

D1 - diabetologist 1; D2 — diabetologist 2; GP — general practitioner; HIIS — representative of
the Health Insurance Institute of Slovenia; JAZMP — representative of the Agency for
Medicinal Products and Medical Devices of the Republic of Slovenia; DPP-4i — dipeptidyl
peptidase-4 inhibitors; FMRC — family medicine reference clinic; SGLT2i — sodium-glucose

co-transporter 2 inhibitors
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