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Abstract
Introduction

Pharmaceutical systems are frequently characterised by fragmentation, and competences for
outpatient and inpatient sectors sit with different authorities, payers and purchasers. This
fragmentation of responsibilities can incentivize shifting expensive therapies and thus patients from

one sector to the other.
Areas covered

Reimbursement and procurement policies in Europe addressing unwanted consequences of this
fragmentation were identified through literature reviews and surveys with policy-makers. Good practice
examples include cross-sectorial reimbursement lists managed by committees with representatives
from the outpatient and hospital sectors, specific funding mechanisms, joint procurement involving
purchasers from both sectors, actions against procurement contracts prohibiting generic competition,

and an extension of Health Technology Assessment to the hospital sector.
Expert commentary

Recognising fragmentation as a major challenge for pharmaceutical systems, policy-makers in some
countries reacted by implementing policies to support cross-sectorial collaboration. However, only a
handful of good practice examples exist for reimbursement and procurement policies in Europe.
Though robust evaluations are lacking, there are indications that pharmaceutical policies which ensure
collaboration at the interface of the outpatient and inpatient sectors would likely result in efficiency

gains and better use of public budgets and may serve as lever to improve access to medicines.

Plain language summary

In several European countries, the decision which medicines are funded by public money
(reimbursement) and purchased by public institutions (public procurement) is taken independently for
the outpatient sector and the hospital sector. There are different payers and procurers per sector, and
even with a sector. Patients may be transferred between the sectors for financial reasons because one

payer aims to shift the financial burden for the medication to the other sector.

Policy-makers have understood the importance of better collaboration between the sectors, and some

European countries introduced policies addressing the issue.



The article presents examples of how reimbursement and procurement policies can be designed to
improve the collaboration between the outpatient and hospital sectors. Committees that decide
whether or not a medicine should be covered may contain representatives from both sectors; they may
be mandated to take decisions that apply to medicines for outpatient use and administered in
hospitals. Purchasers of both sectors may procure jointly a medicine. Supporting tools, such as the
assessment of a medicine to support the decision on coverage and the price, may be used in both
sectors. Financing solutions can reduce the incentive for one sector to shift a medicine to the other
sector.

These measures can help that patients gain improved access to affordable medicines. However,
despite the introduction of such interface policies in some countries, policy-makers still need to

continue working on overcoming the fragmentation in the pharmaceutical system.

Highlights
Interface policies serve to bridge gaps due to fragmentation between outpatient and inpatient sectors.

Interface policies target both novel medicines with high budget impacts, which might be transferred
from one sector to the other for economic reasons, as well as medicines with therapeutic alternatives,
where initiation of a therapy in one sector can have implications for follow-up prescribing in the other
sector.

Reimbursement and public procurement of medicines can play a role in bridging gaps between the
two sectors, if these policies target both outpatient and inpatient sectors and do not apply to only one
sector.

Communication and involvement of experts of both sectors are supportive to increasing awareness
about the other sector.

There is need for evaluations of interface policies which investigate the impact of these policy

measures whose progress have mainly been demonstrated on an anecdotal basis.
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1. Introduction

1.1. Background

Equitable and sustainable access to available and affordable medicines is a challenge globally and
has increasingly also become a concern for high-income countries, including European countries with

solidarity-based health care systems [1-5].

Several barriers limit affordability and availability of new and established medicines in most countries.
Some medicines with very high price tags (e.g., gene and cell therapies, further cancer medicines, and
medicines with an orphan designation), whose values have not always been demonstrated [6-8], pose
considerable financial burden on health systems and patients [9,10]. Patients may face delays in
accessing new treatments, in some cases due to strategic sequencing of the market launch by
pharmaceutical companies [11-15]. In addition, there are availability issues due to increased numbers

of shortages of critical medicines, including in high-income countries [16,17].

A specific challenge that hinders equitable access to medicines lies in the often fragmented nature of
pharmaceutical systems in several European countries. The outpatient and hospital sectors are
organised separately, and responsibilities for reimbursement (i.e., the decision which medicines are
publicly covered and to which extent) and procurement of medicines often sit with different public
bodies [18,19]. As a result, the medicines available in the inpatient and outpatient sectors might be
different. The division between treatment initiation (often in hospital) and continuation (typically in the
community setting) can have important economic implications for the outpatient sector, particularly if
treatment is started (and expected by the patient to be continued) with a high-priced originator
medicine supplied to the hospital at high discounts or for free in some countries [20]. Studies have
shown use of this so-called “loss leader” approach in Austria and some other European countries, i.e.
to offer for strategic reasons medicines at considerably lower prices (or for free) in one sector
(hospitals) to ensure follow-up prescribing in the other sector [21,22]. If legislation does not encourage
a switch to available lower-priced therapeutic alternatives, the health system might face high payments
over extended periods of time for a high-priced therapy initiated during a patient’s hospital stay (price
differences between originators and generic or biosimilar alternatives are frequently around 30% but
may also range up to 50-90% [23-25]). Moreover, the organisational gap between the two sectors
creates incentives for each to transfer financial responsibility for patients to the other sector [26,27].
Further fragmentation may exist within the hospital sector: In many countries, individual hospitals act
as procurers for medicines, without centralized coordination of what products are purchased at what
cost [28].

To achieve equitable and affordable access to essential, cost-effective medicines, policy-makers have
a menu of policy options for different types of medicines [5,28,29]. Evidence exists on the impact of
different pharmaceutical pricing, reimbursement and procurement policies to improve affordable

access to medicines [30].



Pharmaceutical pricing, reimbursement and procurement lies in the national competence of
countries — this is also the case for member states of the European Union (EU) where marketing
authorization has been centralized. It is thus up to national policy-makers to design and implement
policies to enhance availability and affordability of medicines. Regarding the above-described
challenge of fragmentation in pharmaceutical systems, so-called interface policies are required to

support collaboration across sectors.

1.2. Hypothesis and aim

Against the background of negative consequences for patients and health systems resulting from the
fragmentation in pharmaceutical systems, we hypothesize that pharmaceutical policies which are
designed to support cross-sectorial coordination and cooperation could contribute to improved access

to medicines.

We aimed to identify and characterize interface policies in pharmaceutical reimbursement and
procurement which have been implemented in European countries to bridge the gap between
outpatient and inpatient sectors. We discuss identified examples with a view to their potential for

improving access to medicines.

2. Methods

This perspective article builds on more than a decade’s experience of the first author in the topic.
Earlier insights were gained from a survey of interface policies in which public authorities and hospital
representatives from 27 countries participated in 2009 [20], a literature review and a follow-up survey
to capture updates in 2012 [31], a collation of good practice examples during a seminar organised by
the World Health Organization (WHO) in 2012 [32] and a conference in 2015 [26]. We used the
knowledge gained from previous research to build a theoretical framework for describing, surveying,

and mapping relevant interface policies in this review.

In 2022, we conducted a survey in 32 European countries (all 27 EU member states, plus the
European Economic Area (EEA) / European Free Trade Association (EFTA) members Liechtenstein,
Norway, Switzerland, as well as the United Kingdom) with a view to identifying interface policies for
reimbursement and procurement and to learning about their impact. We first conducted pragmatic
country-specific literature reviews and reviewed previous research of the first author and information
collected over the last decade from public authorities included in the Pharmaceutical Pricing and
Reimbursement Information (PPRI) network [33]. National procurement experts and public authority
representatives were then addressed to review information collated from the literature and other
sources. Information was validated by country experts for 26 countries (validation of all collated
information for 19 countries and validation of individual components for seven countries), while no
validation was performed for six countries. The pragmatic literature review as of 2022 included search
terms such as the country name, key words around “medicines” (medicine*, drug*, pharma*), policies
(polic*, measure*) and cooperation (cooperat*, coordinat*, interface) and specific names of known

relevant measures in English and national languages, run in PubMed and Google Scholar. The 2022



survey was part of a large study on public procurement of medicines and was designed to collate
information on various aspects of public procurement in both the inpatient and outpatient sectors in 32

European countries [34].

3. Framework

Figure 1 visualises the conceptual framework applied for this body of research. The framework is
based on the pharmaceutical value chain framework, as proposed in the literature, such as by the
WHO [27,28]. It describes the path a medicine takes from research and development to its
consumption, and depicts regulatory and policy interventions along the value chain, alongside
measures taken by individual actors, such as hospitals. The policies which are in the scope of this
article concern the so-called peri-launch phase, which spans the time between marketing authorization
(i.e., the regulatory approval for a pharmaceutical company to bring a medicine to the market) and the
actual launch of the product in the market. In the peri-launch phase, the price of the medicine will be
determined, and in several countries public authorities apply price regulation through different pricing
policies to ensure affordable prices. Another major decision in the peri-launch phase is the question of
whether the expenses for purchasing the medicine will be covered by public funds, and to which extent
(e.g., partial reimbursement of a product, patient co-payments). During this phase, public institutions
may also engage in procurement procedures such as open tenders in order to secure supply for
treating their patients (e.g., in hospitals). Pricing, reimbursement and procurement decisions of public
authorities and payers can be supported by evidence collated and appraised, as done in formalised

Health Technology Assessment (HTA) processes.

Insert Figure 1 around here

In many European countries, the peri-launch phase is also characterized by the separation of policies
by sector. This article investigates the cross-sectorial coordination and collaboration in pharmaceutical
reimbursement and procurement policies at the interface of the outpatient (i.e., community) and
inpatient (hospital) sectors (thereafter also referred to as “interface policies”). Policies are defined as
“instruments, tools and approaches that allow policy-makers to achieve defined objectives” [35]. Policy
measures take place at the “macro” level and are distinct from activities and strategies by the private
sector at the “micro” level (e.g., setting medicine prices statutorily based on an HTA and/or an
algorithm which considers the prices in other countries is a policy, while consideration of a
pharmaceutical company to lower a price close to patent expiry is a business strategy). Policies are
typically taken at national levels, or sometimes also intra-country regional levels. Single collaboration
projects between the outpatient and hospital levels based on the initiatives of individuals in health care
(e.g., measures to better collaborate at the discharge of patients) are not covered by this review,

unless they result from a policy at national or regional levels.



4. Results

4.1. Identified interface policies in reimbursement and procurement

Some European countries have implemented reimbursement, procurement and related peri-launch

policies which aim to ensure better cooperation across the inpatient and outpatient sectors (Table 1).

Insert Table 1 around here (References: Scotland [32,36,37], Stockholm [32,38,39], “H prescriptions”
NO [40,41], Nza NL [42], BPOC AT [43], PHT formulary IT [34], CPM PT [44,45], Antitrust NL [46],
Antitrust RO [47], Antitrust BE [48], “Lock” NL [5,49], Nye Metoder NO [5,50], H HTA DE [51], HTA AT
[34], committees — England [34,52], Latvia [34], PTC AT [34,53], Andalusia [34])

In several European countries (e.g., Belgium, Bulgaria, Cyprus, Czech Republic, Greece, Hungary,
Malta, Italy, Portugal, Romania, Slovenia, and Sweden), the reimbursement list (i.e., a formulary which
lists medicines that are eligible for public funding) applies to both outpatient and inpatient sectors.
However, it is usually supplemented by hospital pharmaceutical formularies (HPFs), comprising
medicines which have been given approval for procurement in a specific hospital or a group of
hospitals (e.g., hospital-specific HPFs, regional HPFs). These sector specific HPFs tend to be smaller
than the general reimbursement lists. As a policy measure to support cross-sectorial cooperation,
some countries (and regions in a country, e.g., Scottish and Swedish regions), have established
specific reimbursement lists for those medicines, which are considered eligible (and are
recommended) for use in outpatient and inpatient settings. These cross-sectorial lists are decided by
committees involving representatives of both sectors. Some countries (e.g., Italy, Portugal) have

specific cross-sectoral lists of medicines to be procured.

To address the potential risk of transferring the responsibility for treatments from one sector to the
other for financial reasons, cross-sectorial funding arrangements might be an option. However, at the
time of the 2022 survey, Norway was the only European country identified which had a cross-sectorial
funding mechanism at national level in place: hospitals (and not the social health insurance, the
standard payer for outpatient medicines) pay for so-called “H prescriptions” in the outpatient sector,
which have frequently been initiated in the hospital setting. This policy of hospitals carrying the
financial responsibility for the other sector aims to incentivise responsible prescribing at the start of the

therapy in hospitals.

Given the relevance of the therapy initiated in hospitals for follow-up medication in the community,
measures to tackle illegal procurement practices which tie hospital procurers to higher-priced
originator medicines also fall within the scope of interface policies. Examples of these measures are

legal actions taken by authorities in Belgium, the Netherlands, and Romania.

Another important group of relevant policies concerns streamlining processes and raising evidence
requirements for both sectors. As some European countries had fewer and less stringent policies for

the inpatient sector, the decision of some countries (e.g., Germany) to conduct HTA for medicines in



the hospital sector (adding to HTA for medicines for outpatient use) is also a measure of relevance in

this area.

Further peri-launch policies to support cross-sectorial coordination include institutional and
organisational measures, such as the establishment of centralised procurement covering both sectors
(e.g., in Portugal) or representation from both sectors in committees mainly responsible for one sector,

such as hospital pharmaceutical and therapeutics committees (e.g., in Austria).
4.2. Impact analysis

To our knowledge, no study has been published that investigated the impact of cross-sectorial policies
in reimbursement and procurement on access to affordable medicines or on any other outcome

parameters at macro level (national / regional policy levels).

Assessments, including economic evaluations (for a systematic literature review see Simoens,
Spinewine [54]), have focused on the micro level of interventions that aimed to improve continuity of
care (or seamless care) for medication. Only local-level initiatives and projects (micro level) done
between hospitals and primary care (e.g., at discharge) have been subject to evaluations. Evaluations

of interface policies at national or regional levels thus seem to be missing.

Only anecdotal evidence on the relevance of national interface policies in reimbursement and
procurement for ensuring access to affordable medicines is available. One example of a successful
interface policy is the “H prescriptions” in Norway. Given its success, an increasing number of

medicines has been included in this programme over the last two decades [41].
5. Discussion

Several European countries have identified the gap between inpatient and outpatient care as a barrier
to providing equitable and affordable access to medicines. Some countries have been working on
optimising reimbursement and procurement policies to ensure a more integrated and coordinated
approach, and good practice examples have been identified. However, evidence on the impact of
policies at the interface of the inpatient and outpatient sectors on access to medicines is largely

missing.

The investigation of policy measures over time shows that policy-makers have increasingly turned
their attention towards medicines used in hospitals and have introduced some policies in the inpatient
sector that were previously only used in the outpatient sector to, including tools to support evidence-
based decision-making (e.g., HTA). This can be understood as a response to developments in the
pharmaceutical sector, since an important share of new medicines with high prices, which entered
European markets over the last ten to fifteen years, are mainly used in hospitals and have
considerable financial impact on public budgets [55]. Twenty years ago, medicine spending in
hospitals was not considered a major political concern [56], and the hospital-related shares of public
pharmaceutical budgets were frequently not reported [20,55]. This may explain why the hospital sector

tended to be less subject to (national) policies, which have been standard for outpatient medicines



(e.g., no price regulation for medicines used in hospitals in Austria; instead, prices are set during
negotiations between individual hospitals or hospital owner groups and industry [57]). With the
extension of policies that were previously only applied for medicines in the outpatient sector, policy-
makers acknowledged the challenges in the hospital sector posed by the emergence of promising but
sometimes high-priced and even unaffordable therapies. Experience that had been gained with the
tools in outpatient care was transferred to inpatient care. In some cases, the institutions responsible
for these policies in the outpatient sector were mandated to implement, or at least to support policy
implementation, in the hospital sector. Outpatient sector experts helped to build capacity in the
hospital setting. Given recent and expected developments in the pharmaceutical markets with the
advent of highly specialised medicines with high price tags for small patient populations that are
mainly used in the hospital setting (e.g., gene therapies) [58,59], it is important to further scale up

capacity and policy action in the hospital sector.

While the above-described group of interface policies is aimed at ensuring affordability and financial
sustainability of high-priced medicines in hospitals, another motivation for cross-sectorial collaboration
mechanisms in reimbursement and procurement is to address the impact of hospital prescribing of
medication initiated during a patient’s hospital stay on outpatient use (see Gallini, Legal [60] on
empirical evidence on the relationship between use of originator brand medicines in hospitals and their
surrounding catchment areas). Treatment of chronic diseases may require continuous medication for
years. Increased use of therapeutically equivalent but less expensive alternatives, such as generic and
biosimilar medicines, would ease the burden on public budgets for treating chronic conditions without
compromising quality of care [61], thus enhancing patient access [24]. Potential efficiency gains for
health care payers may be missed due to continued use of higher-priced medicines, if these were
started in the hospital setting and patients have not been switched to less expensive alternatives
subsequently in the community. In some countries hospitals receive originator medicines for free
(where national legislation allows to do so) or at high discounts, with the supplier’'s expectation that the
same product would continue to be prescribed and used after discharge of the patient [21]. These
challenges can be addressed through appropriate demand-side measures, such as generic
substitution or prescribing by the International Non-Proprietary Name (INN) in the outpatient sector.
Since these policies would require patients in the outpatient setting to be switched to lower-priced
medicines or their prescribed products to be substituted with lower-priced alternatives, there would be
no need for additional cross-sectorial interface policies in reimbursement and procurement. Potential
savings from these demand-side measures are most likely to be realised if they were implemented on
a mandatory basis, or coupled with financial initiatives for patients, such as an internal reference price
system, in which patients would pay the difference between the reimbursement amount and the higher
pharmacy retail price if they insist on a higher-priced medicine [35]. INN prescribing and substitution
policies for outpatient medicines take place in the post-launch setting (see Figure 1) and were
therefore not described in the results section, which focused only on reimbursement and procurement
policies. Public authorities (such as competition authorities and courts) have sometimes taken action
to prevent and counteract suppliers’ practices in procurement that impede generic and biosimilar

competition (e.g., contracts that hospitals tie to an originator medicine).



In addition, some interface policies aim to overcome the fragmentation in the pharmaceutical sector
and its negative effects, such as weak negotiation power of individual procurers and payers. There
appears to be increased awareness of the drawbacks of fragmentation, and group procurements and
centralised public procurement of medicines (however, frequently only in the hospital sector) [44],
have been implemented in response. Policies of this building block frequently imply institutional and
organisational changes and have resulted in the establishment of new institutions and committees,
with representation from both sectors (e.g., mandate of centralised procurement covering both sectors,

cross-sectorial reimbursement committees and treatment guideline development groups).

The collection and analysis of the findings has some limitations. Despite the importance of the topic, it
is still a rather novel research area which lacks an accepted terminology and taxonomy. In research
and practice, different terms are used to describe the link (or lack thereof) between inpatient and
outpatient sectors, such as “interface management”, “seamless care”, “continuity of care”, “cross-
sector” and “cross-sectorial”’, and this has caused challenges for the literature review. In some
countries, none of these terms may be in use, yet policies with a cross-sectorial character and which
support collaboration at the interface might exist in these countries. Most policies were identified
through intensive search of grey literature (in local languages), discussion with policy-makers and
monitoring of identified policies over the years. While this approach appeared to be the most
rewarding to identify relevant policies, it is not a systematic literature review, and information could not
be fully validated by national experts for all countries. Additionally, possibly relevant initiatives and
policies might have been missed.

6. Conclusions

The review highlighted the importance of cross-sectorial collaboration in pharmaceutical
reimbursement and procurement since fragmentation in the pharmaceutical system incentivizes public
payers and procurers to shift medicines, particularly those of high budget impact, to the other sector.
This mostly economically motivated shift is irritating for patients, and it constitutes a missed
opportunity since collaboration between outpatient and hospital sectors could strengthen the

purchasing power and improve the evidence base for decision-taking.

Policy-makers in European countries appear to be aware of this problem, and some countries have
reacted by implementing policies. The number of good practice examples that could be identified was,
however, rather limited, and focused on some countries. A few countries decided to discontinue a
policy and substituted it by another that was considered more appropriate. This confirms the general

need for monitoring the effectiveness of policies and eventually adapting them.

While there is a strong rationale for the importance of improved cross-sectorial collaboration in
national (or regional) reimbursement and procurement policies, and its contribution to access to
affordable medicines can be well-argued, the review highlighted lack of impact evaluations. There is
room for further research to assess interface policies in terms of their ability to achieve intended policy

objectives. In addition, there is need for broadly disseminating findings of such future studies, in order



to showcase the potential of intra-country collaboration and thus encourage policy-makers moving into

this direction.
7. Expert opinion

7.1. How could cross-sectorial collaboration in reimbursement and procurement impact access

to medicines?

This review has highlighted the importance of cross-sectorial collaboration in pharmaceutical
reimbursement and procurement. However, the extent to which interface policies helped improve
access to affordable medicines has not been assessed. Despite the strong WHO recommendation to
always accompany policy implementation by monitoring and evaluation [62], evaluations of

pharmaceutical policies, including cross-sectorial collaborative policies, are frequently lacking [27,30].

While we await more robust evidence, it appears fair to argue that interface policies can have positive
effects on different outcomes. First, through cross-sectorial collaboration, stakeholders may gain a
better understanding of the challenges in the other sector and may take a broader health system
perspective. Organisational measures such as the participation in committees can be helpful to raise
cross-sectorial awareness. Second, interface policies are expected to contribute to improved rational
use of medicines, in contrast to a fragmented system, which incentivizes transfer of patients across
sectors for financial reasons. Better coordination across sectors may reduce the risk that patients, who
do not understand and accept frequent medication changes, become less therapy compliant and may
also lose trust in the system. Third, fragmented systems are likely to be disadvantageous for public
budgets. Individual payers and procurers do not have all the information about existing alternatives,
their prices, and required doses in a country available which weakens their negotiation power. In
addition, due to smaller volumes per individual procurers, their markets may be less attractive, and
medicines might be made available at a later stage. Suppliers may use the limited knowledge and
purchasing power of single procurers to play the purchasers off against each other, by, for instance,
promising each of them the “best deal” (through confidential discounts, where the correctness of the

statement is not possible to check).
7.2. Areas for improvements and potential barriers

Our research has shown that policy-makers in some European countries have become aware of the
challenges posed by gaps between the inpatient and outpatient sectors and have reacted by
introducing policy measures. However. we did not identify examples of interface policies from several
other countries. Nonetheless, given existing fragmentation and reported problems [20,26], there is a

clear need for such policies.

Existing institutional settings and split of responsibilities may not only cause fragmentation but also
prevent implementation of policies to support cross-sectorial collaboration. Each sector is responsible
for funding and procuring medicines for its own setting and is typically not encouraged (and not

rewarded) for taking a holistic system approach. At first glance, more collaboration could even bring



financial disadvantages (e.g., need to share discounts that used to be granted by industry to the
procurer of one sector, or the obligation to pay for medicines used in the other sector, as in the
Norwegian case of “H prescriptions”). From a single-sector perspective, shifting expensive therapies to
the other sector might seem to be an easier solution. Furthermore, successful collaboration requires
trust and openness towards the partners of the other sector. For instance, in cross-sectorial
procurement, purchasers need to agree on a common procurement strategy which might be informed
by experience in previous procurements conducted as single-sector procurers. While any pooled
procurement tends to increase transparency and good governance, this may result in a loss of power
of the individual procurers. Responsibility may even be shifted to a procurement body at a more
central level which takes an overarching coordinating role and assumes tasks previously assigned to
outpatient and hospital procurers. Cross-sectorial collaboration is therefore unlikely to be initiated by
stakeholders in one of the sectors. Instead, introducing a cross-sectorial approach requires a third
party, that ideally has the legal mandate to launch change processes and is accepted by all parties. In
European fragmented pharmaceutical systems, where competences for reimbursement and
procurement for outpatient medicines frequently lie with the social health insurance, whereas
medicines for the inpatient sector are funded and purchased by the hospitals, or the hospital owners
(e.g., regions in several countries), an authority such as a Ministry of Health could serve as “third

party” to initiate change.

However, it is to be acknowledged that pharmaceutical systems, with defined competences for each
sector, have evolved over decades and that changes might be difficult and require strong political will.
For example, transparency about net prices paid might be difficult to achieve due to actors on both
sides (suppliers and procurers / payers) being mindful of protecting potentially valuable information —
although some countries have introduced legislation that requires prices of publicly procured
medicines to be published [63]. Still, a large reform to build a better coordinated pharmaceutical
reimbursement and procurement system may not always be feasible. Thus, small steps, which do not
require legislative and organisational change, and piloting measures may be a useful approach in
such situations (e.g., communication and exchange with representatives of the other sector).
Institutions with responsibilities for funding or reimbursing medicines in both sectors can play an
important role in facilitating exchanges and nurturing a culture of collaboration across inpatient and

outpatient care.
7.3. Potential for further research

There is need for future research to identify further good practice examples, including in other regions
of the world, where appliable, and to assess if existing policies were able to improve access to
affordable medicines and meet further defined policy objectives. Study findings could inform the
countries that already implemented interface policies when they aim to optimise them, and additionally

they would offer important cross-learnings for other countries.

As described in the discussion section, a challenge for this review was the lack of an accepted

terminology and taxonomy for this area of research. To support future research, we propose a



framework for interface policies (Figure 1), which was built on a definition we had developed
previously. This framework, as well as the examples presented in the review, aim to encourage future
research on the range of various interface policies, and their contribution to patient access to
medicines, in European countries and globally.

7.4. Areas of future attention

This review investigated the policy areas of reimbursement and procurement as well as related
supportive policies and tools, such as HTA. This focus was selected since these dimensions are key to
ensure access to affordable medicines. In addition, they have not yet been much studied, in contrast
to the initiatives and programs at the micro level (e.g., medicine reconciliation after hospital admission,
discharge programs [54,64]).

However, there are other policy areas in the pharmaceutical value chain which might also require
some attention for optimisation through cross-sectorial collaboration. For instance, policies targeting
prescribing, dispensing or monitoring and evaluation have frequently been designed for only one
sector. While specifications for one sector might be legitimate, a more holistic approach would still be
beneficial. For instance, the different organisation of each sector may fully justify a specific design of a
measure such as generic substitution or prescribing by international non-proprietary name per sector,
but implementation of such a measure in only one sector might be difficult for health professionals to
deal with as well as for patients.

Adding to cross-sectorial collaboration, improved coordination across the pharmaceutical value chain
would be another area of importance. For instance, the requirements for evidence to be presented in
applications for marketing authorization differ from those applied in HTA, reimbursement and pricing
decisions [65,66]. Raising the bar for evidence requirements in marketing authorization would be
beneficial for the downstream actors in the pharmaceutical value chain, such as payers, procurers and
pricing authorities [65]. Another example is the package of integrated policy measures in the pre- and
peri-launch phases to manage the market entry of high-priced medicines, such as the “Nye Metoder”
method in Norway [50], the integrated approach applied in the cross-country collaboration Beneluxa
Initiative [67] and similar examples from other countries [68]. These approaches typically include a
horizon scanning exercise, which informs the next steps [69], such as the extent of the HTA and the
reimbursement and procurement processes. As shown, these cross-phase activities benefit if

designed in a cross-sectorial manner.

7.5. Five-year perspective

Looking back, we see that some countries have recognised the need for action on the interface of
sectors more than a decade ago and have implemented appropriate measures. Interestingly, the
number of newly introduced measures in the last years was rather limited. New initiatives were also
concentrated in countries that had started cross-sectorial collaboration earlier. These developments
could indicate that the number of newly introduced measures in the next five years would continue to

be rather small. Furthermore, given the launch of therapies with premium prices, policy-makers may



well continue their past focus on the inpatient sector and tend to disregard cross-sectorial

collaboration.

Having said this, it should be noted that collaboration has been promoted as one of the most
promising future avenues for improving access to medicines [70-72]. The EU HTA Regulation [73] was
passed in the spirit of fostering collaboration, and it is hoped to build on successful joint procurement
exercises, such as the one for COVID-19 vaccines in the EU, to make medicines available and
affordable. But collaboration is usually considered to be cross-country, which can be challenging given
different national jurisdictions for reimbursement and pricing. Frequently, it is not considered that
fragmentation in pharmaceutical systems can be a hindering factor for countries to participate in cross-
country collaboration. Thus, ensuring coordination in national pharmaceutical reimbursement and
procurement settings (e.g., defining a procurer that can represent the country) is a prerequisite for
effective cross-country collaboration.

Given the complexity and the extent of changes needed, the problem of fragmentation in
pharmaceutical systems is likely to continue to exist in five years. Still, we assume that a larger
number of countries compared to today will be aiming to address the challenge. In particular, we
expect an increase in cross-country collaborations aiming to improve patient access to medicines, and
we assume that this development could also result in some countries working on improving intra-

country cross-sectorial collaboration in reimbursement and procurement.

To support these developments, it is important to bring the attention of policy-makers to the gaps in
medicine access, which may result from lacking coordination across outpatient and hospital sectors,
and to share good practice examples of interface policies from other countries. We are confident that
cross-learning can support countries to further develop their national pharmaceutical reimbursement

and procurement systems to improve access to affordable medicines.
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Policy

Brief description

| Country

| Ref.

Reimbursement and funding policies

Cross-
sectorial
formularies

Formularies which include medicines recommended for outpatient
and inpatient use have been in place for some decades in Scotland.
The Health Board of the Grampian region was the first to introduce
such a formulary in Scotland in 1993. In the same year, all Scottish
health boards were encouraged to produce a similar joint formulary
covering both primary and hospital care, with the aim of improving
the quality and cost-effectiveness of prescribing.

Several regions followed this idea, e.g., in Lothian, the Area Drug
and Therapeutic Committee formed a Formulary Subcommittee to
produce a Lothian Joint Formulary, which was first launched in 2001.

Scotland
(regional level)

(32,36,
37]

“Wise List”

The “Wise List” is an example of a cross-sectorial formulary of
recommended medication managed by a committee with
representation of outpatient and hospital sectors in the Swedish
county council (region) of Stockholm, which was based on a previous
list only applicable for one sector (outpatient care) and which was
later extended.

The rationale of this list (called “Kloka Lista”, in English: “Wise List”)
is to encourage rational prescribing. Medicines on the “Wise List” are
recommended for prescribing. The list does not include all medicines
that would be, in principle, eligible for reimbursement as decided at
national level. Promotion of focusing prescribing on the medicines on
the “Wise List” has been supported by active information activities
targeted at prescribers (outpatient and, since the extension of the list,
also inpatient), and the public.

The “Wise List” contains around 200 medicines for treating common
diseases in outpatient and hospital care and additional 100
medicines for specialised care. It is updated annually, based on
guidance provided by expert panels representing different fields.

Following the concept of the “Wise List” in Stockholm, other Swedish
regions have introduced similar lists.

Sweden
(regional level)

(32,38,
39]

“H pre-
scriptions”

Since 2006, hospitals have been paying for selected medicines used
in the outpatient sector (including medicines for treatment of tumour
necrosis factor, multiple sclerosis, HIV, Hepatitis B and Hepatitis C.
This usually applies to medicines whose initial therapy is started in a
hospital and then continued in outpatient care. With this policy
measure, a shift of the funding responsibility from the social health
insurance (in principle, the payer for outpatient medicines) to the
hospitals took place for defined medicines. The rationale was and is
to incentivise hospital doctors to prescribe more rationally.

Norway

[40,41]

NZa list
(abolished)

The so-called NZa list for high-priced medicines used in hospitals,
which was issued by the Dutch Health Care Authority (Nederlandse
Zorgautoriteit / NZa) was a special national hospital formulary, which
aimed to support hospitals funding expensive medicines. The
expenses for medicines on that list were largely (80%) funded by the
social health insurance (i.e., the payer for outpatient medicines),
contrary to other medicines in the hospital sector, which were usually
funded from the hospital budget. The remaining 20% of the expenses
for medicines on that list were to be funded from the hospital
budgets, to enhance hospitals’ responsibility for these medicines.
This specific funding scheme was abolished in 2014, when a new
policy approach to assess and fund hospital medicines (see below
“the lock”) was introduced.

Netherlands

[42]




Policy

Brief description

Country

Ref.

Point-of-care
assessment
(discontinued)

To mitigate the risk of shifting pharmaceutical therapies between
sectors for financial reasons, a “Medicines Commission” with
representatives of both sectors was established, which was tasked to
jointly determine the “best point of care” (either outpatient or
inpatient) of a medicine based on medical-therapeutic, health care
and security of supply criteria. Public procurers and payers could
submit an application for an eligible medicine (i.e., one with a high
budget impact or a speciality medicine) to the Medicines Commission
to request a decision on the best point of care and thus the funding
responsibility.

The work of “Medicines Commission” was discontinued and replaced
by other initiatives which were also aiming at supporting cross-
sectorial collaboration (see below).

Austria

[43]

Procurement policies

Hospital-
outpatient
formulary for
procurement
by health
authorities

In addition to reimbursement lists for outpatient and inpatient sectors
and hospital pharmaceutical formularies, a specific formulary for
procurement purposes is in place: Medicines listed in the “hospital —
outpatient” PHT formulary (Prontuario Ospedale — Territorio) can be
supplied in so-called “direct distribution”. As such, local public health
authorities procure these medicines for the community pharmacies
which dispense them to patients discharged from hospitals. Health
authorities act as procurers because they are expected to obtain
lower prices.

Italy

(34]

Cross-
sectorial
centralised
procurement

Establishment of a centralised public procurement system at national
level (mandatory for defined medicines, and voluntary for any other
medicines) for institutions of the National Health Service which
operate in the outpatient and inpatient sectors (i.e., regional health
administrations for primary care and hospitals).

Portugal

[44,45]

Investigation
of
procurement
contracts

In the Netherlands, the Competition Authority investigated
procurement contracts with hospitals for possibly illegal clauses. In
the case of one active ingredient (etanercept), the manufacturer of
the originator biological included a clause in the procurement
contracts offered to hospitals, which tied the hospitals to purchasing
that product instead of being able to switch to lower-priced biosimilar
medicines, since the offered discounts would decrease in line with
future purchase volumes. The competition authority considered this
clause as a breach to competition rules, and the company agreed in
stopping using this scheme.

In Romania, the courts enforced competition rules. Court cases
concerning the active ingredients rituximab, trastuzumab, and
erlotinib revealed manufacturer practices that impeded market entry
for competitor products. These practices included charging
wholesalers a different price for the same product in order to
minimize the chances of a wholesaler getting a contract who could
supply the manufacturer’s as well as competitor products, and
locking patients into using the originator product through use of
patient support schemes and financial subsidies covering the price
difference between the originator and biosimilar products.

Netherlands

Romania

[46]

471

Prohibition of
unrelated
services in
medicine
procurement

Legislation prohibits that additional services (e.g., support or training
programs for use of the medicines, educational materials, software
for monitoring) are provided free-of-charge as part of medicine
procurement. Any services (even if paid) that are not related to the
supply of a medicine must not be integrated in the procurement
contract.

Penalties are foreseen in legislation in case of violation of these
rules.

The medicines agency had an information campaign in 2019 to
remind procuring hospitals and suppliers of this legislation.

Belgium

(48]

Extension of HTA processes

“The Lock”

Previously, only medicines that were considered for inclusion in the
outpatient reimbursement list were subject to Health Technology
Assessment (HTA). No systematic evaluation of medicines for
hospital use had been conducted. Hospital medicines were
automatically funded.

With the introduction of the “lock” system in 2014, medicines
intended for the hospital sector and with a defined high budget
impact were blocked from public funding until a full HTA process has
taken place.

Netherlands




Policy Brief description Country Ref.

“New In 2013, the “New Methods” (“Nye Metoder") system was introduced Norway [5.50]
Methods” for the managed introduction of new health technologies, including
medicines. It consists of a horizon scanning exercise followed by an
HTA (mini HTA, single technology assessment or full HTA,
depending on the outcome of the horizon scanning) to support
reimbursement and procurement decisions. In the beginning, this
system only applied to the outpatient sector, but it was extended to
medicines used in hospitals in 2016.

HTA for In the beginning after the introduction of the AMNOG procedure in Germany [51]
hospital 2011, only medicines for outpatient use were subject to an HTA;
medicines medicines for exclusive hospital use were exempt. Since 2018, HTA

has become mandatory for hospital medicines.

HTA pilot Decisions on the inclusion of a medicine for outpatient use into Austria [34]
reimbursement are based on an assessment of therapeutic benefits
and an economic evaluation by the social health insurance, which is
the outpatient payer. No systematic HTA has been installed for
medicines used in hospitals.

In a pilot project, three medicines (with high price tags), which are
mainly used in hospitals, were selected for a national HTA. Technical
support in the assessment was provided by the social health
insurance. The establishment of this HTA procedure as a routine
process is under discussion.

Further related policies

Cross- So-called “Area Prescribing and Medicines Management England [34,
sectorial Committees” (in some cases now called “Integrated Medicines 52]
prescribing Optimisation Committees”) have been established and comprise

and medicines | outpatient and hospital care commissioners and providers. Their
management purpose is to discuss medicines management approaches, including

committees prescribing issues.

Cross- Hospitals are responsible for developing and issuing treatment Latvia [34]
sectorial recommendations for outpatient care.

treatment

guidelines

Representa- While no cross-sectorial reimbursement committees have been Austria [34.53]
tion in PTCs established, legislation introduced the participation of social health

insurance representatives (responsible for reimbursement decisions
on medicines in the outpatient sector) in the hospital Pharmaceutical
and Therapeutics Committees (PTCs). Though representatives of the
outpatient sector have no voting right, their participation allows
learning about challenges and approaches across the sectors.

“Integrated In “integrated areas” (“Areas Integradas”), the manager serves as Spain [34]
Areas” director of the hospital and the community centres in the area. (Andalusia)

HTA: Health Technology Assessment, NZa: Nederlandse Zorgautoriteit (Dutch Health Care Authority, note:
institution was meanwhile renamed), PHT: Prontuario Ospedale — Territorio (hospital — outpatient formulary),

PTC(s): Pharmaceutical and Therapeutics Committee(s), Ref.: reference(s)
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