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Background: The purpose of this study was to compare centralized reimbursement/coverage
decision-making processes for health technologies in 23 European countries, according to:
mandate, authority, structure, and policy options; mechanisms for identifying, selecting, and
evaluating technologies; clinical and economic evidence expectations; committee composition,
procedures, and factors considered; available conditional reimbursement options for promising
new technologies; and the manufacturers’ roles in the process.

Methods: A comprehensive review of publicly available information from peer-reviewed
literature (using a variety of bibliographic databases) and gray literature (eg, working papers,
committee reports, presentations, and government documents) was conducted. Policy experts
in each of the 23 countries were also contacted. All information collected was reviewed by two
independent researchers.

Results: Most European countries have established centralized reimbursement systems for
making decisions on health technologies. However, the scope of technologies considered, as
well as processes for identifying, selecting, and reviewing them varies. All systems include an
assessment of clinical evidence, compiled in accordance with their own guidelines or interna-
tionally recognized published ones. In addition, most systems require an economic evaluation.
The quality of such information is typically assessed by content and methodological experts.
Committees responsible for formulating recommendations or decisions are multidisciplinary.
While criteria used by committees appear transparent, how they are operationalized during
deliberations remains unclear. Increasingly, reimbursement systems are expressing interest in
and/or implementing reimbursement policy options that extend beyond the traditional “yes,”
“no,” or “yes with restrictions” options. Such options typically require greater involvement of
manufacturers which, to date, has been limited.

Conclusion: Centralized reimbursement systems have become an important policy tool in many
European countries. Nevertheless, there remains a lack of transparency around critical elements,
such as how multiple factors or criteria are weighed during committee deliberations.
Keywords: reimbursement, centralized review, health technologies, Europe

Introduction

The past decade has seen unprecedented growth in the number of new, often high-cost,
health technologies and consumer demand for access to them. It has also seen increased
public awareness and scrutiny of decisions about which technologies to include in the
basket of publicly insured services.' To improve the legitimacy of such decisions
and optimize health outcomes through the effective use of increasingly strained health
care resources, many payers, particularly those in Europe, have established central-
ized systems for determining the reimbursement status of new health technologies.**
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In this invited review, we compare these systems across

selected countries in Northern, Southern, Western, Eastern,

and Central Europe, examining:

e Their mandate, authority, organizational structure, and
policy options

e Mechanisms for identifying, selecting, and evaluating
technologies

e Clinical and economic evidence expectations

e Review committee composition, procedures, and key
factors considered during deliberations

e Use of conditional reimbursement options for enabling
access to promising new technologies around which con-
siderable uncertainty related to clinical and/or economic
value exists

e The role of manufacturers in steps comprising the reim-
bursement review process.

Methods

This review is based upon findings from a comprehensive
search for publicly available information on centralized
reimbursement systems in selected European countries.
Peer-reviewed literature published in English over the
past decade (ending in January 2011) was located using a
structured search strategy that combined relevant controlled
vocabulary terms, ie, MeSH and EMTREE (eg, “technology,
medical,” “reimbursement mechanisms,” “decision-making,”
“technology assessment,” “health policy”) and free text

EEINT3 2

terms (eg, “pharmaceuticals,” “medical devices,” “cover-

2

age,” “funding,” “centralized review,” “health technology
assessment,” and “reimbursement,” the full search strategy
being available from the authors). Such terms were identi-
fied through an analysis of words used to index references
familiar to the authors. The strategy was applied to several
health-related electronic bibliographic databases, including
PubMed, MEDLINE, EMBASE, HealthSTAR, CINAHL,
EconLit, PASCAL, SCOPUS, International Pharmaceutical
Abstracts, Web of Science, and the UK Centre for Reviews
and Dissemination databases (Database of Abstracts of
Reviews of Effects, National Health Service Economic
Evaluation Database, and Health Technology Assessment).
For comprehensiveness, reference lists of retrieved papers
and the most recent issues of health policy-related journals
were hand-searched.

A search for gray (unpublished) literature (eg, work-
ing papers, conference abstracts, reports, presentations,
government documents) was also performed using the
Google® search engine and terms from the main search
strategy. In addition, the following dedicated gray literature

databases were scanned: the New York Academy of
Medicine’s Gray Literature database, Knowledge Utiliza-
tion database, Systematic Reviews for Management and
Policy Making, and National Health Service Evidence in
Health and Social Care. Separate searches for information
on centralized reimbursement processes within health care
systems of the top 30 European countries ranked accord-
ing to gross domestic product per capita by the World
Bank were also conducted. This number was considered
sufficient to capture the full spectrum of such processes.
For each country, the websites of relevant ministries (eg,
health, social affairs, economics), translated into English
with Google Translate®, were scanned for documents
describing legislation and other policies and processes
for making reimbursement decisions on new health tech-
nologies, including pharmaceuticals, medical devices,
diagnostic tests, and procedures.

Documents retrieved from the various searches were
reviewed independently by two of the authors. Published
papers unrelated to the introduction of individual health
technologies (eg, those on macrolevel priority setting) were
excluded. Because the purpose of this review was to examine
current actual processes, papers proposing specific decision-
making tools or discussing one component of decision-
making were also excluded. Information on process-related
characteristics of the centralized reimbursement systems,
including perceived strengths and weaknesses, was extracted
using a standardized, pretested data abstraction form. To
ensure it reflected the current policy environment, the fol-
lowing individuals were consulted: corresponding authors of
published papers, contacts listed on organizations’ websites,
and European policy experts with whom the authors were
already acquainted.

Extracted information was tabulated to facilitate the
identification of patterns or trends across country-specific
reimbursement processes, and subsequently analyzed
qualitatively using content analysis and constant comparison
techniques.

Results

Of the 30 European countries initially identified for the
review, information on centralized reimbursement processes
could only be found for 23. Therefore, the review included the
following 23 countries: Austria, Belgium, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece,
Hungary, Ireland, Italy, Norway, Poland, Portugal, Scotland,
Slovakia, Spain, Sweden, Switzerland, the Netherlands, the
United Kingdom, and Wales.
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Reimbursement of European health technologies

Mandate of centralized reimbursement

systems

The majority (18/23) of countries have established central-
ized reimbursement processes to support coverage decision-
making for either pharmaceuticals or pharmaceuticals and
devices needed for their delivery. In general, eligible phar-
maceuticals comprise those requiring a prescription. Two-
thirds of such processes review both inpatient and outpatient
pharmaceuticals (12/18), while one-third (6/18) considers
those administered in outpatient settings only (Table 1).
The remaining five countries have invested in centralized
reimbursement systems that span medical devices, proce-
dures, and pharmaceuticals (Table 1). Despite differences
in the scope of technologies included, such processes share
a similar mandate to determine the reimbursement status of
new technologies. In most of the countries, this amounts to
a decision on whether to add the technology to a “positive
list” (ie, list of insured services). However, a small propor-
tion of the countries also maintain a “negative list” (ie, a
list of nonreimbursable services), broadening the mandate
of their centralized reimbursement systems to include deci-
sions resulting in active exclusion of some technologies
from the benefit plan (Table 1). In legislation governing
most systems (13/23), decisions are authoritative (ie, must be
implemented), rather than advisory (ie, recommendations).
Given that the price of a technology can significantly influ-
ence assessments of value for money and affordability,
many of the countries have also incorporated pricing into
the mandates of such systems (discussed in detail later).
Finally, all consider at least three funding decision options,
ie, provide, do not provide, and provide with restrictions or
conditions (ie, restrict use to specific providers or patients
meeting certain criteria, Table 1). In addition, approximately
one-third have introduced a fourth option, ie, provide while
additional evidence is collected. The latter comprises a
provisional funding arrangement in which the technology is
reimbursed in the interim while information needed to reduce
uncertainties in existing evidence is collected to support a
definitive decision.

Assessment of health technologies

in centralized reimbursement systems

Approaches to the identification of technologies for review
by centralized reimbursement systems vary across countries
(Table 2). Broadly, there are three strategies: technologies
may be submitted by manufacturers seeking coverage for
newly licensed pharmaceuticals (13/23); they may be referred

by potential payers (eg, government, sickness funds) or users
(eg, hospitals, providers, patients), as well as manufacturers
(8/23); or they may be identified by payers or users only
(2/23). Systems limited to consideration of reimbursement
applications from manufacturers alone typically review sub-
missions in order of receipt, unless a technology is eligible
for “fast tracking,” which moves it to the front of the queue.
In countries with such mechanisms (eg, the Netherlands),
eligibility criteria include technologies (mainly pharma-
ceuticals) used to treat rare or life-threatening conditions
for which no alternatives beyond best supportive care exist.
Some countries (eg, Scotland and Norway) have more closely
linked centralized regulatory and reimbursement processes
in order to reduce overall inefficiencies in technology policy.
Specifically, pharmaceuticals are automatically sent to the
centralized reimbursement system for review upon market
approval. In systems that accept referrals from multiple
stakeholders, technology selection and/or prioritization cri-
teria have been established. For example, Germany’s Federal
Joint Committee, which determines which technologies to
review, takes into account clinical relevance, cost implica-
tions, and potential “risks” related to the technology and its
introduction into the health care system.¢ In the UK, the topic
selection panel of the National Institute of Health and Clinical
Excellence, whose members include health care providers
and patient representatives, formulate recommendations fol-
lowing consideration of: the burden of disease for which the
technology targets; anticipated clinical impact (ie, whether
the technology represents a significant medical advance that
could yield substantial health benefits); potential impact on
National Health Service costs and resources; alignment of
the technology with broader government priority areas; con-
cerns over appropriateness of use in practice; and potential
for national guidance to add value.” Recommendations are
forwarded to the Department of Health, which makes the
final decision.

Across centralized reimbursement systems, technology
identification and selection is followed by some form of
health technology assessment (Table 2). This involves col-
lection and synthesis of evidence (clinical and, in most cases,
economic), the findings of which are presented in an assess-
ment report, and critical appraisal of the relevance, quality,
and generalizability of that evidence. The results of the latter
are summarized in an evaluation report. Responsibility for
the preparation of these reports varies. In systems where
a manufacturer’s submission initiates the reimbursement
review process, the assessment report is part of the sub-
mission (Table 2). Therefore, its preparation rests with the
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Table | Centralized reimbursement system and mandate

Country Centralized reimbursement Technology scope Decision problem
review/decision-making body (role)
Austria o Association of Austrian Social ® Pharmaceuticals e Provide as publicly insured
Security Institutions (decisions)*® — Outpatient® service (reimbursable)®
® Pharmaceutical Evaluation Board/ e Do not provide as publicly
Austrian Medicines Evaluation insured service (nonreimbursable)®
Commission (recommendations)?'¢-¢
Belgium o Minister of Social Affairs (decisions) ® Pharmaceuticals ® Provide as publicly insured

Czech Republic

e Commission on reimbursement
of medicines/Drug Reimbursement
Committee (recommendations)®¢0-¢?
o State Institute for Drug
Control (decisions)®**

— Outpatient
— Inpatient?"¢4

® Pharmaceuticals
— Outpatient®

service (reimbursable)?'

Provide as publicly insured
service (reimbursable)®®

Denmark o Danish Medicines Agency ® Pharmaceuticals e Provide as publicly
(decisions).®*7° Reimbursement — Outpatient”! insured service?®4¢%7!
Committee (recommendations)®&7°
Estonia e Ministry of Social Affairs (decisions)” ® Pharmaceuticals e Provide as publicly
o Pharmaceuticals Committee — Outpatient’? insured service (reimbursable)’
(recommendations)’
Finland ® Pharmaceuticals Pricing o Pharmaceuticals e Provide as publicly insured
Board (decisions)®*737* — Outpatient’® service (reimbursable)’®
® Pharmaceuticals Pricing Board e Do not provide as publicly
Expert Group (recommendations)’ funded service (nonreimbursable)’
France o Ministry for Health and e Pharmaceuticals e Provide as publicly insured
Social Security (decisions)*7® — Outpatient service (reimbursable)®
e French National Authority — Inpatient”
for Health (recommendations)’® e Devices”
® Procedures”
Germany e Federal Joint Committee ® Pharmaceuticals e Provide as publicly insured
(decisions)'? — Outpatient service (reimbursable)®
o Institute for Quality and Efficiency — Inpatient®"#2 ¢ Do not provide as publicly
in Health Care (recommendations)'? o Devices'® funded service (nonreimbursable)®®
® Procedures® Note: Must not exclude technologies
for which there is no alternative's®!
Greece e Transparency Committee in e Pharmaceuticals o Classify pharmaceutical
the Reimbursement and Medicinal — Outpatient® into therapeutic category®
Products (makes decisions)®8
Hungary e Ministers of Health and Finance (decisions) © Pharmaceuticals e Provide as publicly insured service®
o National Health Insurance Fund — Outpatient e Do not provide as publicly
Administration Health Technology — Inpatient™ funded service (nonreimbursable)?
Assessment Committee (recommendations)®#?
Ireland o Health Service Executive (decisions)?'*? ® Pharmaceuticals e Provide as publicly insured
— Outpatient service (reimbursable)®?
— Inpatient
e Devices
® Procedures®”
Italy o |talian Medicines Agency Technical o Pharmaceuticals e Provide as publicly insured
Scientific Committee (decisions)™ — Outpatient service (reimbursable)?'
e |talian Medicines Agency Pricing and — Inpatient?'
Reimbursement Committee
(recommendations)®
Norway o Norwegian Medicines Agency (decisions)®® ® Pharmaceuticals ® Provide as publicly insured
e Department of Pharmacoeconomics — Outpatient service (reimbursable)®
(recommendations)® — Inpatient®
120 submit your manuscript ClinicoEconomics and Outcomes Research 201 1:3
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Decision “scope”

Available decision options

Reimbursement Linkage to pricing Provide Do not provide Provide with restrictions Provide while additional
evidence is collected
Yes®6? Yes?!565? Yes* Yes* Yes®® Not specified
Yes?! Yes?! Yes? Yes?! Yes?! Yes?!
Yes® Yes® Yes® Yes® Yes® Not specified
Yes¢® No¢® Yes3®¢? Yes®? Yes®¢ Not specified
Yes”? Yes”? Yes” Yes”? Yes” No#’
Yes’ Yes’ Yes” Yes” Yes” No™
Yes|6,20,22,78 Ye5|6‘20'22'78 YeSZO YeSZO YeSZO YeSIG‘ZO
Yes'? Yes®284 Yes'? Yes'? Yes'? Yes'?
Yes® Yes® N/A N/A N/A N/A
Yes® Not specified Yes® Yes® Yes® Not specified
Yes®! No?! Yes®! Yes®! Yes® No?
Yes®% Yes?%7 Yes* Yes* Yes* Yes*
Yes® Yes® Yes®® Yes® Yes®® Not specified
(Continued)
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Table | (Continued)

Country Centralized reimbursement Technology scope Decision problem
review/decision-making body (role)
Poland ® Ministry of Health (decisions)” ® Pharmaceuticals e Provide as publicly insured
— Outpatient service (reimbursable)'®
— Inpatient'®
Portugal ® Ministry of Health (decisions) © Pharmaceuticals ® Provide as publicly
o INFARMED (recommendations)*'?' — Outpatient insured service (reimbursable)*
— Inpatient'®
Scotland o National Health Service Scotland (decisions)* © Pharmaceuticals e Provide as publicly insured
e Scottish Medicines Consortium — Outpatient service (reimbursable)®
(recommendations) — Inpatient®
Slovakia e Ministry of Health (decisions) © Pharmaceuticals e Provide as publicly
o Reimbursement Committee for — Outpatient insured service (reimbursable)'®?
Medicinal Products (recommendations)'%-'%7 — Inpatient'® ® Do not provide as publicly
funded service (nonreimbursable)'®
Spain ® Ministry of Health Directorate © Pharmaceuticals ® Provide as publicly funded
General of Pharmacy and Health — Outpatient service (reimbursable)'®
Products (decisions)?"'%® — Inpatient'®® ® Do not provide as publicly
funded service (non-reimbursable)'%®
Sweden e Dental and Pharmaceutical ® Pharmaceuticals ® Provide as publicly
Benefits Board (decisions)'>!%%!1° — Outpatient funded service (reimbursable)'s
® Devices (for administration
of pharmaceuticals)'>2"3310?
Switzerland o Swiss Federal Office of Public ® Pharmaceuticals e Provide as publicly funded

The Netherlands

United Kingdom

Wales

Health (decisions)

e Federal Drug Commission
(recommendations)''*'15

® Ministry of Health, Welfare and
Sport (decisions)

e Medicinal Products Reimbursement
Committee of the Dutch Healthcare
Insurance Board (recommendations)''¢

e National Institute for Health and
Clinical Excellence (decisions)

e Technology Appraisals
Committee (recommendations)’

e Ministry for Health and
Social Services (decisions)

o All Wales Medicines Strategy
Group (recommendations)'?

— Outpatient
— Inpatient'"?

® Pharmaceuticals
— Outpatient
— High cost
Inpatient®

e Procedures'"’

® Pharmaceuticals
— Outpatient
— Inpatient’

e Devices’

e Procedures’

® Pharmaceuticals
— Outpatient
— Inpatient'?

service (reimbursable)''®

e Provide as publicly funded
service (reimbursable)*

e Provide as publicly
funded service (reimbursable)’

® Provide as publicly funded service
(reimbursable)'?

manufacturer. Most systems have developed a standard tem-
plate/structure for the report and submission guidelines to
which manufacturers must adhere. These guidelines largely
include content/information requirements and internationally
accepted methods for synthesizing and analyzing evidence. In
two of the countries, responsibility for the assessment depends
upon the type of review (“appraisal”). Both France and the
UK have created “single technology appraisal” and “mul-
tiple technology appraisal” processes. “Single technology
appraisals” compare the candidate technology with a limited

number of alternatives for a specific, well-defined indica-
tion (eg, disease stage). Their scope most closely resembles
processes based upon manufacturers’ submissions. “Multiple
technology appraisals” consider either several indications for
a candidate technology or several technologies (along with
the candidate technology) for a condition at one or more
points in its course, taking a disease management approach.
The assessment report for a single technology appraisal is
prepared by the manufacturer. For a multiple technology
appraisal, the report is drafted either internally with support
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Decision “scope”

Available decision options

Reimbursement Linkage to pricing Provide Do not provide Provide with restrictions Provide while additional
evidence is collected

Yes'® Yes'® Yes'® Yes'® Yes'® Not specified

Yes'® Yes” Yes” Yes® Yes® No?*

Yes'® No'*4 Yes'* Yes'® Yes® No?*

Yes!%® Yes!%® Yes'® Yes!'®? Yes'®? Not specified

Yes?! Yes?! Yes?! Yes?! Yes?! No?!

Yes'! Yes''? Yes'?” Yes'?” Yes'® Yes'?”

Yes||3,||4 Yes||3,||4 Yes||3,||4 Yes||3,||4 Yeslll,lH Not Speciﬁed

Yesll7,||8 N°3| YESBI YeSSI Yesll9 Yesll9

Yes’ No’ Yes’ Yes’ Yes’ Yes’

YeSIZO NOIZO YeSIZO YeSIZO YeSIZO YeSIZO

from external content and methodological experts (France)
or by an independent academic group (the UK). Finally, in
some countries, technical staff of a dedicated health tech-
nology assessment body or the centralized reimbursement
system itself undertake the assessment report, regardless of
the scope (eg, Germany).

With one exception (the UK), responsibility for preparing
the evaluation report that accompanies each assessment also
lies with technical staff and, if necessary, external experts.
The National Institute of Health and Clinical Excellence

commissions independent academic groups to evaluate
assessments submitted by manufacturers as part of its single
technology appraisal process.

Clinical and economic evidence
expectations of centralized

reimbursement systems

Centralized reimbursement systems have issued their
own guidelines or endorsed internationally recognized
published ones specifying clinical and economic evidence

ClinicoEconomics and Outcomes Research 201 1:3
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Table 2 Comparison of processes for identifying, selecting, and assessing technologies

Country Centralized reimbursement review/ Technologies to be considered for review
decision-making body (role) Technology identification
Austria o Association of Austrian Social Referred by:
Security Institutions (decisions)>® ® Manufacturers seeking reimbursement for newly approved
e Pharmaceutical Evaluation pharmaceuticals®
Board (recommendations)®®
Belgium o Minister of Social Affairs (decisions) Referred by:

Czech Republic

e Commission on reimbursement
of medicines/Drug Reimbursement
Committee (CRM) (recommendations)’
e State Institute for Drug
Control (decisions)®®

e Manufacturers seeking reimbursement
for newly approved pharmaceuticals'’

Referred by:
e Manufacturers seeking reimbursement for newly approved
pharmaceuticals®

Denmark e Danish Medicines Referred by:
Agency (decisions)®®¢%12! e Manufacturers seeking reimbursement for newly approved
e Reimbursement Committee pharmaceuticals®
(recommendations)®®'?!
Estonia e Ministry of Social Affairs Referred by:
(decisions)”? e Manufacturers seeking reimbursement for newly approved
® Pharmaceuticals Committee pharmaceuticals™
(recommendations)’
Finland o Pharmaceuticals Pricing Referred by:
Board (decisions)”>747¢ ® Manufacturers seeking reimbursement
® Pharmaceuticals Pricing Board for newly approved pharmaceuticals’
Expert Group (recommendations)”
France ® Ministry for Health and Depends on type of appraisal |4
Social Security (decisions)?'7¢ Single technology appraisal
e French National Authority for Referred by:
Health (recommendations)’® e Manufacturers seeking reimbursement for newly approved
pharmaceuticals and devices
e Health care professional associations seeking reimbursement
for procedures
Muiltiple technology appraisals
Typically classes of pharmaceuticals
or categories of devices
Referred by:
o Health care professional associations
o Ministry of Health
o National Union of Health Insurance Funds
e Patient and/or carer organizations'?
Germany e Federal Joint Committee (decisions)' Referred by:
e Institute for Quality and Efficiency in Health Care e Associations represented by Federal Joint Committee
(recommendations)'? o Ministry of Health
o Institute for Quality and Efficiency in Health Care
o Federal commissioner of patient affairs
o Patient and/or carer organizations'®
Greece e Transparency Committee in the Reimbursement and Referred by:
Medicinal Products (makes decisions)® e Manufacturers seeking reimbursement
for newly approved pharmaceuticals®
Hungary e Ministers of Health and Finance (decisions) Referred by:
o National Health Insurance Fund Administration e Manufacturers seeking reimbursement
(recommendations)®#? for newly approved pharmaceuticals
 National Health Insurance Fund Administration®
124 submit your manuscript ClinicoEconomics and Outcomes Research 201 1:3
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Health technology assessment

Technology selection

Synthesis and analysis of
evidence (assessment report)

Evaluation of evidence provided
(evaluation report)

e Typically considered in
order received®

o Typically considered in
order received'’

o Typically considered in
order received®

o Typically considered in
order received®

* Not specified

® Typically considered in
order received”

Single technology appraisals

o Typically considered in order
received'®

Multiple technology appraisals

o Selection criteria not specified

e Determined by Federal
Joint Committee
o Selection criteria:
I. Clinical relevance
2. Cost implications
3. “Risks”®
* Not specified

o Not specified

e Manufacturer through submission requirements®

e Methods should comply with internationally
recognized systematic review and economic
guidelines®

e Manufacturer through submission requirements’
e Methods should comply with internationally
recognized systematic review guidelines’

e Manufacturer through submission
requirements®

e Manufacturer through submission requirements®
® Methods must comply with “Danish guidelines

for the socioeconomic analysis of medicines”®

e Manufacturer through
submission requirements’

e Manufacturer through
submission requirements'?

e Methods must comply with guidelines of
the Ministry of Social Affairs and Health'??

Single technology appraisals
e Manufacturer through submission requirements?
Multiple technology appraisals
e Technical staff within Health and Social
Security supported by external experts®
e Methods should comply with
internationally recognized systematic
review and economic guidelines®

e Technical staff within Institute for
Quality and Efficiency in Health
Care supported by external experts'?'

e Methods must comply with Institute for
Quality and Efficiency in Health Care
systematic review and economic guidelines'?*

e Manufacturer through

submission requirements®

e Technical staff within National
Technology Assessment Office of
the National Institute for Strategic
Health Research®

e Technical staff within Association of Austrian
Social Security Institutions (Department of
Pharmaceutical Affairs — pharmacological
and medical-therapeutic assessment; Health
Economics Team — economic assessment)*

e Technical staff within CRM supported
by external experts’

e Technical staff within State Institute
for Drug Control®®

e Technical staff within Danish Medicines
Agency supported by external experts,
if necessary®®

e Technical staff within Estonian Health
Insurance Fund and State Agency of Medicines”

o Technical staff within Pharmaceuticals
Pricing Board supported by external experts'?

Single technology appraisals

o Technical staff within Health and Social
Security supported by external experts?

Multiple technology appraisals

e Technical staff within Health and Social
Security or independent academic group®

e Technical staff within Institute for
Quality and Efficiency in Health
Care supported by external experts'?'2

o Technical staff within Transparency
Committee in the Reimbursement
and Medicinal Products®

e Technical staff within National Technology
Assessment Office of the National Institute
for Strategic Health Research®

(Continued)
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Table 2 (Continued)

Country Centralized reimbursement review/ Technologies to be considered for review
decision-making body (role) Technology identification
Ireland e Health Service Executive (decisions)®"*? Referred by:
e Manufacturers seeking reimbursement
for newly approved pharmaceuticals®'
Referred by:
o Department of Health and Children of the Health Services
Executive for new and existing devices and diagnostic tests that
might “incur a high cost or have a significant budget impact”®'
Italy e |talian Medicines Agency Technical Referred by:
Scientific Committee (decisions)® e Manufacturers seeking reimbursement
o |talian Medicines Agency Pricing and for newly approved pharmaceuticals?’
Reimbursement Committee (recommendations)®
Norway o Norwegian Medicines Agency (decisions)® Referred by:
o Department of Pharmacoeconomics © Manufacturers seeking reimbursement for
(recommendations)® newly approved pharmaceuticals®
Poland e Ministry of Health (decisions)® Referred by:
e Manufacturers seeking reimbursement
for newly approved pharmaceuticals®
Portugal e Ministry of Health (decisions) Referred by:
¢ INFARMED (recommendations)®¢# e Manufacturers seeking reimbursement
for newly approved pharmaceuticals®
Scotland o National Health Service Scotland (decisions)* Referred by:
e Scottish Medicines Consortium e Manufacturers seeking reimbursement for
(recommendations) newly approved pharmaceuticals'®
o Automatic within 12 weeks of market launch'*
Slovakia e Ministry of Health (decisions) Referred by:
® Reimbursement Committee for e Manufacturers seeking reimbursement for
Medicinal Products (recommendations)'®'0712%:106 newly approved pharmaceuticals'®
Spain ® Ministry of Health Directorate General Referred by:
of Pharmacy and Health Products ® Ministry of Health (newly approved pharmaceuticals)'®
e Inter-Ministerial Pricing Commission
(decisions)?!'%®
Sweden o Dental and Pharmaceutical Benefits Referred by:
Board (decisions)'*!0%!1 o Manufacturers seeking reimbursement
for newly approved pharmaceuticals'®
¢ Dental and Pharmaceutical Benefits Board
(for pharmaceuticals approved prior to 2002)'3!34
Switzerland e Swiss Federal Office of Referred b)’

The Netherlands

Public Health (decisions)
e Federal Drug Commission
(recommendations)''*!'®

o Ministry of Health, Welfare
and Sport (decisions)

e Medicinal Products Reimbursement
Committee of the Dutch Healthcare
Insurance Board (recommendations)''®

e Manufacturers seeking reimbursement
for newly approved pharmaceuticals' "

e Patients and carers

o Hospitals and hospital groups

e Health care professional associations

o Federal Office of Public Health''*'*”

Referred by:

e Manufacturers seeking reimbursement for
newly approved pharmaceuticals®'

e University hospital federations, health care professional
associations, and Dutch Healthcare Insurance Board for
high-cost inpatient pharmaceuticals
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Health technology assessment

Technology selection

Synthesis and analysis of
evidence (assessment report)

Evaluation of evidence provided
(evaluation report)

® Not specified

o Typically considered in
order received?’

o Not specified

* Not specified

o Not specified

e Exclusion criteria:
Already appraised by National Institute
of Health and Clinical Excellence
through its multiple technologies
appraisal process'®

® Not specified

o Not specified

e For new pharmaceuticals: typically
considered in order received

o For older pharmaceuticals:
Overall sales volume!'3*!3

® Not specified

o Not specified

e Manufacturer through submission
requirements®!%

e Methods must comply with Irish
Health Technology Assessment Guidelines®

e Manufacturer through
submission requirements'?
e Methods must comply with
Italian submission guidelines?”
e Manufacturer through submission requirements®
e Methods should comply with internationally
recognized systematic review guidelines*
e Manufacturer through
submission requirements®

e Manufacturer through
submission requirements*

e Manufacturer through
submission requirements'?®

e Methods must comply with Scottish
Medicines Consortium systematic review
and economic guidelines®*

e Manufacturer through
submission requirements'?'

e Manufacturer through invitation
to submit information to Inter-Ministerial
Pricing Commission?'

e Technical staff within Ministry of Health'3

e For new pharmaceuticals: Manufacturer
through submission requirements'3®

e For older pharmaceuticals:
Technical staff within Dental and Pharmaceutical
Benefits Board supported by external experts'®®

e Methods must comply with Dental and
Pharmaceutical Benefits Board systematic
review and economic guidelines'®

e Manufacturer through

submission requirements''

e Manufacturer through submission requirements®'

e Technical staff within Dutch
Healthcare Insurance Board'"”

e Methods must comply with internationally
recognize systematic review guidelines and Dutch
Healthcare Insurance Board economic guidelines

17

e Technical staff within National Centre for
Pharmacoeconomics, supported by external
clinical experts®

e Members of Technical
Scientific Committee'?®

e Technical staff within Norwegian
Medicines Agency and Department
of Pharmacoeconomics®
e Technical staff within Ministry of Health®
o Agency for Health Technology Assessment'?’

e Technical staff within INFARMED
supported by external experts®

e Technical staff within Scottish Medicines
Consortium supported by external experts'?®

e Working group for pharmacoeconomics
and outcomes research'®

e Inter-Ministerial Pricing
Commission?'

e For new pharmaceuticals: Technical
staff within Dental and Pharmaceutical
Benefits Board'*

e For older pharmaceuticals:

Technical staff within Dental and
Pharmaceutical Benefits Board
supported by external experts'*

e Federal Drug Commission'"

o Technical staff within Dutch
Healthcare Insurance Board'"”

(Continued)

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

127

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Stafinski et al

Dove

Table 2 (Continued)

Country Centralized reimbursement review/

decision-making body (role)

Technologies to be considered for review

Technology identification

United Kingdom o National Institute for Health and
Clinical Excellence (decisions)
e Technology Appraisals

Committee (recommendations)’

Wales  Ministry for Health and Social
Services (decisions)
o All Wales Medicines Strategy

Group (recommendations)?

Referred by:

e Manufacturers seeking reimbursement
for newly approved pharmaceuticals

e Patients and carers

® Health care providers

® Health care professional associations

e General Public

e National Horizon Scanning Centre'?

Referred by:

e Manufacturers seeking reimbursement for
newly approved pharmaceuticals?®

e Welsh Medicines Partnership horizon scanning process
for identifying pharmaceuticals expected to receive market
approval within |8 months?®

requirements for assessment reports (Tables 3 and 4). These
guidelines state topics to be addressed and the types of infor-
mation accepted for addressing them. In most cases (16/23),
specified clinically-related topics are similar and include:
burden of illness and/or characteristics of the target patient
population; therapeutic claim of the candidate technology;
safety; efficacy; and effectiveness (preferably comparative
effectiveness) across relevant patient subgroups (Table 3).
Additionally, several require information on current man-
agement or the place of the candidate technology within
existing treatment pathways (eg, France and the UK), and
its proposed frequency and duration of use (eg, Austria).
Across systems and where reported, there is a shared prefer-
ence for information on health outcomes that represent final
clinical endpoints related to mortality, morbidity, and qual-
ity of life. Less frequently, information on adverse events/
complications is also required. This may be explained
by the fact that a prerequisite for reimbursement review
is typically regulatory approval. Therefore, systems may
view reconsideration of adverse events, which relate to the
safety of a technology, unnecessary. In systems proposing
or stipulating the use of quality-adjusted life-years (7/23),
change in health-related quality of life is to be measured in

patients and then valued in the public or general population
(eg, the UK). Surrogate outcomes are discouraged or not
accepted unless well validated (eg, Germany). Lastly, some
systems elicit the views of patients and or carers in identify-
ing topic specific outcomes and their relative importance
(eg, Germany).

In general, centralized reimbursement systems state a
preference for head-to-head randomized controlled trials
comparing the candidate technology with standard care,
no active treatment/best supportive care, or placebo (if no
alternatives exist, Table 3). However, increased interest in
evidence of “comparative effectiveness” over “comparative
efficacy” among most reimbursement systems has led to
requests for inclusion of head-to-head randomized controlled
trials conducted in “naturalistic settings” (ie, pragmatic trials,
in the UK) and other direct comparative studies (observa-
tional and experimental in design), the collective findings of
which may offer a more accurate prediction of the behavior
of the technology in general clinical practice (eg, France,
Germany, and Sweden). Also, there appears to be emerging
recognition of the need for flexibility in evidence expectations
under certain circumstances. Recently, Germany’s Institute
for Quality and Efficiency in Health Care, which conducts
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Health technology assessment

Technology selection

Synthesis and analysis of
evidence (assessment report)

Evaluation of evidence provided
(evaluation report)

Selection criteria: Single technology appraisals

® Burden of disease (population affected,
mortality, and morbidity)

e Resource impact (on National Health

Service costs and resources)

requirements'?

e Clinical importance

® Policy importance (alignment with
government priority areas)

© Inappropriate variations in practice

o Likelihood of national guidance adding
value’

Technology selection panel composition:

® Health care providers (specialists,
general practitioners, and public
health professionals)

e Patient representatives
Technology selection panel makes
recommendations. Final decisions
made by Department of Health’

o Typically considered in
order received®

e Manufacturer through submission

Multiple technology appraisals
¢ Independent academic group

review and economic guidelines

e Manufacturer through submission requirements?®
e Welsh Medicines Partnership?®

Single technology appraisals
e Independent academic group'?®
Multiple technology appraisals

e Independent academic group'?

120

® Methods must comply with National Institute
for Health and Clinical Excellence systematic

120

e Welsh Medicines Partnership?®

e Methods must comply with All Wales Medicines

Strategy Group systematic review and economic

guidelines®

health technology assessments and makes reimbursement
recommendations on selected health technologies to the
Federal Joint Committee, issued methodological guidelines
suggesting that when no active alternative treatment exists,
well designed case series would be deemed adequate.®

While across systems, the preferred source of such
clinical evidence is published, peer-reviewed studies, many
encourage, and in several cases require if available, inclusion
of unpublished or ongoing studies (eg, Austria, Belgium,
Norway, Poland, Slovakia, Sweden, the Netherlands, and the
UK), commercial in-confidence data (eg, Austria, France,
Sweden, and the UK) and/or current national and interna-
tional clinical practice guidelines (eg, France) in assessment
reports. In recent years, some systems have incorporated
submissions from patient and/or carer organizations into
their processes (eg, Scotland, Sweden, and the UK). Such
submissions are increasingly viewed as an important source
of information regarding the relative value of outcome mea-
sures employed in clinical studies and the meaningfulness or
significance of findings to patients and carers. Finally, while
systems tend not to explicitly exclude sources of informa-
tion, Belgium’s Drug Reimbursement Committee states that
abstracts are not accepted.’

Most centralized reimbursement systems (20/23)
have made mandatory the inclusion of a formal economic
evaluation/analysis for either some (ie, those for which
alternative(s) exist(s), eg, Germany, or those offering “added
therapeutic value,” eg, Austria and Belgium, or all candidate
technologies to inform deliberations around “value for money”
and/or “efficiency.” In the latter case, the type of evaluation
is rarely stipulated, because options available depend, in part,
on the magnitude of the incremental benefit of the technology
over its comparators. However, a rationale must be presented,
and methods adopted must comply with economic guidelines
developed or endorsed by the centralized reimbursement
system (Table 4). For technologies that appear to offer “added
therapeutic value” (ie, are more effective), some systems
indicate a preference for certain types of evaluations, such as
cost-utility analysis by Ireland’s Health Service Executive.'
Others state explicitly which types will not be accepted, such
as cost-benefit analysis by Belgium’s Drug Reimbursement
Committee.!" In addition to a formal economic evaluation,
the Institute for Quality and Efficiency in Health Care in Ger-
many requires an efficiency frontier analysis, which assesses
the relative value of different technologies within a given
therapeutic area.'? Regarding the perspective to be taken for
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Table 3 Comparison of clinical evidence requirements

Country Centralized reimbursement Clinical evidence requirements
review/decision-making body (role) Topic
Austria o Association of Austrian Social Security Institutions o Target patient population and indications
(decisions)** (therapeutic claim)
® Pharmaceutical Evaluation Board (recommendations)*® ® Pharmacology
o Safety
o Efficacy
o Effectiveness (across population subgroups)
e Frequency and duration of treatment®
Belgium o Minister of Social Affairs (decisions) o Target patient population and indications (therapeutic claim)

Czech Republic

o Commission on reimbursement of medicines/Drug
Reimbursement Committee (recommendations)®*

o State Institute for Drug Control (decisions)®

o Safety
o Efficacy
o Effectiveness (across population subgroups)'!

o Safety
o Efficacy
o Effectiveness®®

Denmark e Danish Medicines Agency (decisions)®¢%!2! e Target patient population and indications (therapeutic claim)
e Reimbursement Committee (recommendations)®®'?' o Safety
o Efficacy
o Effectiveness (across population subgroups)3®
Estonia ® Ministry of Social Affairs (decisions)” o Safety
o Pharmaceuticals Committee (recommendations)®’ o Efficacy
o Effectiveness'®
Finland ® Pharmaceuticals Pricing Board (decisions)’®747¢ o Target patient population and indications (therapeutic claim)
e Pharmaceuticals Pricing Board Expert Group o Severity and burden of illness
(recommendations)’ o Effectiveness (across population subgroups)’
France ® Ministry for Health and Social Security e Target patient population and indications (therapeutic claim)
(decisions)®7® e Current management
e French National Authority for Health o Place of technology in care pathway
(recommendations)?°78 o Safety
o Efficacy
o Effectiveness (across population subgroups)'®
Germany e Federal Joint Committee (decisions)'” e Target patient population and indications (therapeutic claim)
o Institute for Quality and Efficiency in Health Care e Severity and burden of illness
(recommendations)'®'*! o Safety
o Efficacy
o Effectiveness (across population subgroups)®
Greece e Transparency Committee in the Reimbursement o Safety
and Medicinal Products (makes decisions)® o Efficacy
o Effectiveness'®
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Preferred clinical outcomes

Type

Source

® Not specified

e Morbidity

o Adverse events/complications

e Quality of life

e Overall survival/mortality
(life-years gained)

e Quality-adjusted life years
(QALYs) — measured in patients
but valued by public/society

e Other relevant disease-specific
outcomes*

o Final endpoints''

o Not specified

® Not specified

o Adverse events/complications
o Side effects
o Overall survival/mortality'3!

o Not specified

* Morbidity
e Overall survival/mortality
 Quality of life'®

e Morbidity

e Overall survival/mortality

¢ Quality of life

o Adverse events/complications
o Side effects

e Duration of illness

o Health status®®142-14

® Topic specific outcomes identified

in consultation with patient
organizations'®
e Validated surrogate outcomes®

* Not specified

Preference for:

e Double-blind randomized controlled trials

o Systematic reviews and meta-analyses of randomized
controlled trials complying with internationally
recognized guidelines®®

Preference for:
e Randomized controlled trials
o Observational head-to-head comparative studies'""”
o Effectiveness studies (over efficacy studies)'’
® Minimum of one positive superiority trial on primary
endpoints against active control or placebo
(if no alternative treatments exist)'”

o All clinical trials'3®

Preference for:
© Randomized controlled trials comparing
pharmaceutical to standard care®®

Preference for:
e Randomized controlled trials®

Preference for:

e Randomized controlled trials comparing
pharmaceutical to standard care’

Evidence from other available direct comparative

experimental and observational studies, as well

as meta-analyses, should be included’

Preference for:

® Head-to-head, double-blind randomized controlled trials

e Other direct comparative studies

® Post-market studies

o Systematic reviews and meta-analyses of randomized
controlled trials complying with internationally
recognized guidelines'®

Preference for:

e Randomized controlled trials comparing pharmaceutical
to placebo, standard care, or no active treatment®

Evidence from other available direct comparative

experimental and observational studies, as well as

systematic reviews and meta-analyses complying

with internationally recognized guidelines,

should also be included®

¢ If no treatment alternative exists,
well-documented case series acceptable®

* Not specified

o Published, peer-reviewed studies

e Unpublished reports and studies may be
accepted in exceptional circumstances®

e Commercial, in-confidence data®

o Published, peer-reviewed studies
o Unpublished reports and studies'”
o Abstracts not accepted®

o Not specified

® Not specified

o Published, peer-reviewed studies®

o Published, peer-reviewed studies™

o Published, peer-reviewed studies

e Current national and international clinical
practice guidelines

o Expert opinion

e Surveys of practice

e Commercial, in-confidence data'é

o Published, peer-reviewed studies

e Commercial, in-confidence data not
accepted unless it can be published'®

e Not specified

(Continued)
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Table 3 (Continued)

Country Centralized reimbursement Clinical evidence requirements
review/decision-making body (role) Topic
Hungary e Ministers of Health and Finance (decisions) e Severity and burden of illness
e National Health Insurance Fund Administration e Current management
(recommendations)®® o Safety
o Efficacy
o Effectiveness (across population subgroups)®
Ireland e Health Service Executive (decisions)®'*? o Safety
o Efficacy
o Effectiveness (across population subgroups)'“
Italy e [talian Medicines Agency Technical Scientific e Target patient population and indications (therapeutic claim)
Committee (decisions)™ e Severity and burden of illness
o |talian Medicines Agency Pricing and Reimbursement e Current management
Committee (recommendations)® o Safety
o Efficacy
o Effectiveness (across population subgroups)'*
Norway o Norwegian Medicines Agency (decisions)®® e Target patient population and indications (therapeutic claim)
o Department of Pharmacoeconomics (recommendations)® o Severity and burden of illness
e Current management
o Place of technology in care pathway
o Safety
o Efficacy
o Effectiveness (across population subgroups)®*'*
Poland e Ministry of Health (decisions)®'% e Severity and burden of illness
e Current management
o Safety
o Efficacy
o Effectiveness (across population subgroups)'s'
Portugal e Ministry of Health (decisions) o Safety
¢ INFARMED (recommendations)* o Efficacy
o Effectiveness (across population subgroups)'?'
Scotland o National Health Service Scotland (decisions)*° o Target patient population and indications (therapeutic claim)
o Scottish Medicines Consortium (recommendations) o Severity and burden of illness
e Current management
o Place of technology in care pathway
o “Comparative” safety
o Efficacy
o Effectiveness (across population subgroups)'?
Slovakia e Ministry of Health (decisions) e Target patient population and indications (therapeutic claim)
o Reimbursement Committee for Medicinal Products e Severity and burden of illness
(recommendations)'%%1%7:130 e Current management
e Patient acceptance
o Safety
o Efficacy
o Effectiveness
e Frequency and duration of treatment'®
Spain o Ministry of Health Directorate General of o Target patient population and indications (therapeutic claim)

Pharmacy and Health Products; Inter-Ministerial
Pricing Commission (decisions)?"'%

e Severity and burden of illness
e Current management

o Safety

o Efficacy

o Effectiveness'?
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Preferred clinical outcomes

Type

Source

© Not specified

® Morbidity

e Overall survival/mortality

® Quality of life

e QALYs — measured in patients
but valued by public/society'*

o All other health benefits accrued

147

by individuals
® Morbidity
e Overall survival/mortality
o Quality of life'*

e Morbidity
e Overall survival/mortality
e Quality of life'**

e Morbidity
e Overall survival/mortality
o Quality of life''

e Morbidity
e Overall survival/mortality
 Quality of life'”'

® Morbidity

e Overall survival/mortality

e Quality of life

® QALYs (strongly preferred)®

e Morbidity

e Overall survival/mortality

o Adverse events/complications
o Quality of life'®

® Morbidity

e Overall survival/mortality
e Quality of life

e QALYs'®

Preference for:
e Randomized controlled trials®

Preference for:

© Randomized controlled trials'*’

Evidence from other available direct comparative

experimental and observational studies, as well

as systematic reviews and meta-analyses complying

with Irish Health Technology Assessment

Guidelines, should also be included'*

Preference for:

® Randomized controlled trials comparing
pharmaceutical to standard care®

e Evidence from other available direct experimental
and observational studies comparing pharmaceutical
with standard care'“®

Preference for:

® Head-to-head, double-blind randomized controlled trials

e Other direct comparative studies

o Systematic reviews and meta-analyses complying
with internationally recognized guidelines'#*'s°

Preference for:
© Randomized controlled trials''

Preference for:

o Effectiveness studies of target population (over efficacy studies)''

e Comparative clinical trials
e Other study designs accepted, but rationale
must be provided''
® Randomized controlled trials required
e Comparative observational studies accepted®
¢ If no head-to head studies available,
indirect comparison required*

Preference for:
e Comparative studies®

Preference for:

e Randomized controlled trials

Evidence from other available direct comparative
experimental and observational studies should
also be included'®

e Published, peer-reviewed studies™

© Not specified

® Not specified

o Published, peer-reviewed studies
e Unpublished reports and studies'**'s

e Published, peer-reviewed studies

e Unpublished reports and studies''

e Not specified

e Published, peer-reviewed studies

e Unpublished reports and studies

e Expert opinion

e Submissions from patient and carer

organizations'?

o Published, peer-reviewed studies
e Unpublished reports and studies with

negative findings'*

¢ Not specified

(Continued)
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Table 3 (Continued)

Country Centralized reimbursement Clinical evidence requirements
review/decision-making body (role) Topic
Sweden e Dental and Pharmaceutical Benefits Board (decisions)'>'% o Target patient population and indications (therapeutic claim)
e Severity and burden of illness
e Current management
o Safety
o Efficacy
o Effectiveness's®
Switzerland o Swiss Federal Office of Public Health (decisions) o Safety
e Federal Drug Commission (recommendations)''*''> o Efficacy

The Netherlands ® Ministry of Health, Welfare and Sport (decisions)

e Medicinal Products Reimbursement Committee of

the Dutch Healthcare Insurance Board
(recommendations)''®
United Kingdom o National Institute for Health and Clinical
Excellence (decisions)

e Technology Appraisals Committee (recommendations)’

Wales ® Ministry for Health and Social Services (decisions)

o All Wales Medicines Strategy Group (recommendations)'®

o Effectiveness'"

e Target patient population and indications (therapeutic claim)
e Severity and burden of illness

o Safety

o Efficacy

o Effectiveness'**

e Target patient population and indications (therapeutic claim)
o Severity and burden of illness

e Current management

o Place of technology in care pathway

o “Comparative” safety

o Efficacy

o Effectiveness (across population subgroups)?

o Target patient population and indications (therapeutic claim)
e Severity and burden of illness

e Current management

® Place of technology in care pathway

o “Comparative” safety

o Efficacy

o Effectiveness (across population subgroups)?

the economic evaluation, the proportion of systems adopting a

EENT3

“payer,
is similar. Among systems considering a payer’s perspective

societal,” or both “payer” and “societal” perspective

only, costs to be captured are often restricted to those directly
related to care associated with the use of the candidate technol-
ogy throughout the course of a disease or condition (ie, direct
costs to the health care system). One exception is the National
Institute of Health and Clinical Excellence, which specifies
inclusion of direct and indirect costs to the National Health
Service and Personal Social Services." In systems requiring
a societal perspective, costs specified comprise direct costs to
not only the health care system, but also services beyond health
care and indirect (lost productivity) costs. However, they must
be reported separately (eg, Finland, Portugal, and the Nether-
lands). In Sweden, The Dental and Pharmaceutical Benefits
Board has taken a wider view on indirect costs, requesting that
time lost by patients and carers be considered, along with lost
productivity.'*!* Thus, its methods broadly resemble those of
“holistic” economic analysis, a technique initially developed for
economic evaluations of public programs, the costs and benefits

of which are often complex. Nevertheless, considerable debate
over the valuation of items such as “time lost” within academic
and policy communities remains. This may be why other sys-
tems employing a societal perspective have assumed a narrower
position on eligible indirect costs. With respect to the choice
of comparator for the economic evaluation, almost all systems
specify use of one of the following: “standard care,” “the
most commonly used alternative,” or “alternative most likely
to be replaced.” France also requires separate analyses with
two additional comparators, ie, the most recently reimbursed
alternative and the least expensive alternative.'® In Belgium, if
the candidate technology represents an “addon” treatment, the
comparator must constitute current treatment without the can-
didate technology.'” Further, the use of “offlabel” treatments
as the comparator is not permitted.!! All systems rely upon
sensitivity analyses to assess the stability of estimates generated
through the economic evaluation, but few stipulate the type.
Among those that do, probabilistic sensitivity analysis is the
most commonly prescribed (eg, Belgium, Germany, Scotland,
Slovakia, the UK, and Wales).
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Preferred clinical outcomes

Type

Source

e Morbidity

e Overall survival/mortality
e Quality of life

® QALYs (preferred)'®”

o Not specified

e Morbidity
e Overall survival/mortality
® Quality of life’'*

e Morbidity

e Overall survival/mortality
(life years)

e Quality of life'*”

® QALYs — measured in patients
but valued by public/society?”!*8

® Morbidity
e Overall survival/mortality

Preference for:

e Randomized controlled trials comparing
pharmaceutical to standard care'®

Evidence from other available direct comparative

experimental and observational studies should

also be included'®

o Not specified

Preference for:

® Head-to-head randomized controlled trials

o Systematic reviews or meta-analyses complying
with internationally recognized guidelines®'*¢

Preference for:
® Head-to-head randomized controlled trials conducted
in “naturalistic” settings
o Effectiveness studies of target population
(over efficacy studies)
o Systematic reviews or meta-analyses complying
with internationally recognized guidelines'*’
Evidence from other available direct comparative experimental
and observational studies should also be included'**
Registries, case series, and follow-up studies also accepted'®*
o All types of clinical studies accepted, but
greater importance given to high quality ones?®

e Commercial, in-confidence data'®

o Published, peer-reviewed studies

e Unpublished reports and studies

e Ongoing studies

o Submissions from patient and carer
organizations®'

o Not specified

o Published, peer-reviewed studies
e Unpublished reports and studies
e Commercial, in-confidence data

o Expert opinion'**

o Published, peer-reviewed studies

e Unpublished reports and studies

e Commercial, in-confidence data'*?

e Submissions from patient and carer
organizations'*?

¢ Information from health care professional
associations, administrators, government,

and manufacturers'?’

o Published, peer-reviewed studies
e Unpublished reports and studies

e Quality of life
® QALYs (preferred)®

e Expert opinion

e Submissions from patient and carer
organizations describing experiences
of those who have taken the
pharmaceutical®

In recent years, affordability has become an increasingly
important consideration for centralized reimbursement sys-
tems, with almost all of those included in this review (where
information could be found) requiring a budget impact analysis
(Table 4). However, some waive this analysis in certain circum-
stances, eg, when no alternative treatment exists (Belgium).'”
Although information describing the specific costs to be
included appears scarce, based on that available, they mirror
those for the economic evaluation of the same technology. Spe-
cifically, if the economic evaluation is limited to direct costs, so
must the budget impact analysis, eg, Hungary and Ireland.

Reimbursement decisions: review
committee composition, procedures,

and key factors

In most of the centralized reimbursement systems, the assess-
ment and evaluation reports are sent to and scrutinized by
a review committee (sometimes referred to as an appraisal
committee). While the composition of this committee varies

across systems, it is usually multidisciplinary, with members
representing payers, administrators, health care providers, and
academia (eg, health economists, Table 5). Approximately
one-third have also appointed patient representatives to their
respective committees (eg, Sweden, Switzerland, and the
UK), although not always as voting members (Germany),'®!”
and one-fifth include manufacturers (Belgium, Switzerland,
the UK, and Wales). In most systems, the authority of the
review committee is advisory (ie, makes recommendations).
Aside from lists of factors/criteria considered (Table 6),
publicly available procedural information on committee
deliberations is often limited to conditions under which
presentations/testimonials from external experts (including
patients) are sought or accepted and whether an incremental
cost-effectiveness ratio threshold is employed. Among the
exceptions is France. There, review committees (the Com-
mission d’Evaluation des Medicaments (CEM), followed by
the Transparency Commission) adhere to a two stage process.
First, the CEM assigns a “medical benefit” or “SMR” level/
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Table 4 Comparison of economic evidence requirements

Country Centralized reimbursement Economic analysis
review/decision-making Required Economic analysis Perspective/
body (role) types accepted costs included
Austria e Association of Austrian Yes for: o Any type, but rationale ® Payer?
Social Security Institutions ® “innovative products providing for selection must be e Costs not
(decisions)** substantial therapeutic benefit provided” specified
e Pharmaceutical Evaluation ® “where no comparable medical e Should comply
Board (recommendations)® preparation exists”?' with internationally
recognized
pharmacoeconomic
guidelines?'
Belgium e Minister of Social Affairs Yes for: e Cost effectiveness e Payer (includes
(decisions) © Pharmaceuticals with added e Cost utility patient
e Commission on therapeutic value relative to e Cost benefit not copayments and
reimbursement of medicines/ existing alternatives (Class I)'""7 accepted' government)' "7
drug reimbursement Not required for orphan e Should comply o Direct costs
committee pharmaceuticals® with Belgium only'"”
(recommendations)®° pharmacoeconomic
guidelines'’
Czech e State Institute for Drug Yest e Cost effectiveness'®® ® Payer®
Republic Control (decisions)® o Direct costs'*®
Denmark e Danish Medicines Agency No, but often included e Cost effectiveness e Societal
(decisions)¢a>12! to justify high price®’"'® e Cost utility®® (if included)
e Reimbursement Committee If included, methods e Direct, indirect,
(recommendations)®®'2! should comply with and intangible;
Danish Guidelines for to be reported
the Socio-economic separately”'
Analysis of Medicines®
Estonia e Ministry of Social Affairs Yes®!3? e Cost effectiveness ® Payer'?
(decisions)” e Cost utility ® May present
o Pharmaceuticals Committee e Cost minimization separate analysis
(recommendations)’ rationale for selection from societal
must be provided'* perspective®
e Direct costs within
and outside of the
health care system
(should be reported
separately)'*
Finland e Pharmaceuticals Pricing Yes for: e Any type, but o Societal”
Board (decisions)’>747¢ Pharmaceuticals considered rationale for selection e Direct and
e Pharmaceuticals Pricing for reimbursement in one of must be provided’® indirect costs —
Board Expert Group the special refund categories’’® e Methods must comply presented
(recommendations)” with Ministry of Social separately’
Affairs and Health
guidelines’
France e Ministry for Health and Yes for: e Any type, but e Varies, but should

Social Security (decisions)?7
e French National Authority for
Health (recommendations)’®

© Multiple technology appraisals
of pharmaceuticals®

rationale for selection
must be provided?

e Methods must comply
with French economic
guidelines®

take the widest
possible perspective —
rationale for
selection must

be provided *

Direct costs; may
include indirect

costs, but must be
presented separately?
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Dove Reimbursement of European health technologies
Budget impact analysis Other economic
Comparator Sensitivity Systematic review Required Costs information
analysis of economic included
analysis studies

e Most commonly used Yes — type Yes No information  N/A e 3 year market sales forecast

alternative? not specified”' found o Price in other European Union

countries
e Reimbursement status in other
European Union countries®

e Most commonly used Probabilistic'” Yes'"” Yes'! e Direct costs o Price

alternative OR only'"7 e Reimbursement status in other
e Alternative most likely European Union countries'"!”

to be replaced
e If add-on: current

treatment without add-on'’
o Off-label treatments not

acceptable!'!

Rationale must be provided
No information found Method not No information Yes'® No information ~ No information found

specified found found

e Most commonly used Method not No information Yes® No information e Reimbursement status in other

alternative’®

® Most commonly used
alternative OR

o Standard care'®’
Rationale must be provided

e Alternative most likely
to be replaced OR

e Most commonly used
alternative OR

® Most effective alternative OR

e Minimum management’®
Rationale must be provided

Following 3 comparators

required:

e Most commonly used
alternative

® Most recently reimbursed
alternative

o Least expensive alternative'®

specified, but
key parameters
associated with
uncertainty
should be
explored®
Method not
specified

Method not
specified

Method not
specified

found

No information
found

Yes’®

Yes for
pharmaceuticals®

No information
found

Yes'®!

Yes?®

found

No information
found

No information
found

No information
found

European Union countries

e Estimated consumption
(number of patients and
utilization)*®

No information found

e Market sales forecast

e Reimbursement status in other
European Union countries

e Estimated consumption (number
of patients and utilization)'®'

e Market sales forecast

e Reimbursement status in other
European Union countries

e Breakdown of costs
for manufacturing and
distribution?*'®?

(Continued)
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Table 4 (Continued)

Country Centralized reimbursement Economic analysis
review/decision-making Required Economic analysis Perspective/
body (role) types accepted costs included
Germany e Federal Joint Committee Yes for: Any one of: o Payer
(decisions)"? e Technologies where e Cost effectiveness o Patient®
e Institute for Quality and alternative treatment exists®'® e Cost utility e Direct and
Efficiency in Health Care e Cost minimization/ indirect costs®
(recommendations)'®24!# cost comparison'®
Efficiency frontier analysis'?
Greece e Transparency Committee Yes for: No information found No information found
in the Reimbursement and © Pharmaceuticals eligible for
Medicinal Products reference price system®
(makes decisions)®'¢
Hungary e Ministers of Health and Finance Yes® Preference for: e Payer
(decisions) o Cost effectiveness e Societal (also
e National Health Insurance e Cost utility'® recommended)
Fund Administration Report results from
(recommendations)®°102 each perspective
separately'®3
Ireland e Health Service Executive Yes'* Preference for: e Payer!®
(decisions)®"* e Cost utility'® o Direct costs
Any one of the following only'"
may be acceptable if
rationale is provided:
e Cost benefit
e Cost effectiveness
o Cost minimization/
cost comparison'#1®
e Methods must comply with
Irish Healthcare Technology
Assessment Guidelines'*
Italy o Italian Medicines Agency Yes for: Preference for: e Societal AND
Technical Scientific ® Pharmaceuticals with a e Cost utility o Payer'
Committee (decisions)* favorable “risk/benefit e Cost effectiveness'*® e Direct and
o Italian Medicines Agency Pricing profile”:!48 ¢ Methods must indirect costs'®
and Reimbursement Committee comply with Italian
(recommendations)®™ pharmacoeconomic
guidelines'*
Norway e Norwegian Medicines Yes for: Preference for: e Societal AND
Agency (decisions)®® ® Pharmaceuticals with added o Cost-value analysis'®® o Payer!®
e Department of Pharmaco therapeutic value relative to Any one of the following
economics (recommendations)® existing alternatives* may be acceptable if
rationale is provided:
e Cost benefit
o Cost effectiveness
e Cost utility
e Cost consequence
e Cost minimization/
cost comparison®
e Methods must comply
with Norwegian
pharmacoeconomic
guidelines®
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Budget impact analysis

Other economic
information

Comparator Sensitivity Systematic review  Required Costs
analysis of economic included
analysis studies
® Most commonly used One-way and Yes® Yes, except No information  No information found
alternative OR multi-way when found
o Most effective alternative (performed as no alternative
OR probabilistic)* exists'®
® Minimum standard care®
No information found No information No information Yes® No information e Cost of daily treatment
found found found e Reimbursement status in other
European Union countries®
o Standard care's3 Yes, but type No information Yes® o If payer No information found
not specified'®® found perspective,
include direct
costs only
o [f societal
perspective,
include
indirect costs
(productivity)'®®
o Standard care'? Probabilisticand ~ No information Yes o Direct costs No information found
deterministic'® found only®"!47
® Most commonly used Methods not No information Yes'#® No information e Cost of treatment compared to
alternative'* specified, but found found those in same therapeutic class
should involve e Market sales forecast
multi-way e Price in other European Union
analysis'* countries
e Reimbursement status in other
European Union countries
e Estimated consumption (number
of patients and utilization)
e Industrial implications”
® Most commonly used Probabilistic No information Yes'?® No information e Market sales forecast
alternative OR preferred'>® found Aggregate found e Price in other European Union
o Least expensive alternative'® added countries
expense to e Reimbursement status in other
health service European Union countries
for first o Estimated consumption (number
5 years'® of patients and utilization)'**'°

(Continued)
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Table 4 (Continued)
Country Centralized reimbursement Economic analysis
review/decision-making Required Economic analysis Perspective/
body (role) types accepted costs included
Poland e Ministry of Health Yes for: o Cost effectiveness e Societal AND
(decisions)®'¢ e Pharmaceuticals with added e Cost utility®* e Payer's
therapeutic value relative
to existing alternatives®
Portugal e Ministry of Health (decisions) Yes#!60 Any one of : e Societal''
o INFARMED e Cost benefit e Direct costs
(recommendations)®+'¢0 e Cost effectiveness o Indirect costs:
e Cost utility only those
o Cost minimization/ related to lost
cost comparison; productivity'®'
rationale for selection
must be provided'”'
Scotland e National Health Service Yes'® Any one of : o Payer®
Scotland (decisions)® o Cost benefit
e Scottish Medicines Consortium o Cost effectiveness
(recommendations) e Cost utility

e Cost minimization/
cost comparison;
rationale for selection
must be provided'¢®

e Methods must comply
with SMC economic
guidelines'®®

Slovakia e Ministry of Health (decisions) Yes'05106 o Cost effectiveness e Payer'?’

o Reimbursement Committee o Cost utility e Direct costs'®’
for Medicinal Products (if pharmaceutical has
(recommendations)'%'%7 impact on quality of life)

e Cost minimization/
cost comparison
o Cost benefit not
accepted'®’
Methods should comply
with national economic
guidelines'”®
Spain e Ministry of Health Directorate No?' Preference for: e Societal AND
General of Pharmacy and o Cost effectiveness e Payer'?
Health Products; Inter- o Cost utility'*?' Presented
Ministerial Pricing Commission Any one of the separately
(decisions)?"1817! following may be
acceptable if rationale
is provided:
o Cost benefit
o Cost effectiveness
e Cost utility
e Cost consequence
e Cost minimization/
cost comparison'®
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Budget impact analysis Other economic
Comparator Sensitivity Systematic review  Required Costs information
analysis of economic included
analysis studies
e Alternative most likely Methods not No information Yes® No information ~ No information found
to be replaced OR specified found found
e Most commonly used
alternative OR
o Least expensive alternative
OR
e Standard care compliant
with clinical practice
guidelines'™!
e Most commonly used Methods not No information No!?! N/A No information found
alternative specified found
o Standard care'®'
e Alternative most likely Probabilistic'®® No information Yes® No information e National Health Service
to be replaced OR found found resource implications®
® Most commonly used
alternative®
o Alternative most likely Probabilistic'%'*>  Yes's? Yes No information  No information found

to be replaced
e |f add-on: current

treatment without add-on'?

® Most commonly used
alternative

e Standard care'®

Rationale must be provided

Multi-way'°

No information
found

Estimated over
first 5 years®

Yes, comparing
“corresponding

products”'®

found

No information
found

No information found

(Continued)
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Table 4 (Continued)

Country Centralized reimbursement Economic analysis
review/decision-making Required Economic analysis Perspective/
body (role) types accepted costs included
Sweden e Dental and Pharmaceutical Yes, if requested? Any one of: o Societal
Benefits Board (decisions)'>!'%® o Cost effectiveness e Direct costs

e Cost utility e Indirect costs:

e Cost minimization/ lost productivity
cost comparison; and lost time
rationale for selection for patients and
must be provided'* carers'*!s

e Methods must comply
with Swedish economic
guidelines'®

Switzerland e Swiss Federal Office of Public No, but should be included No information found No information found

The Netherlands

United
Kingdom

Wales

Health (decisions)
e Federal Drug Commission
(recommendations)'''*

e Ministry of Health, Welfare
and Sport (decisions)

e Medicinal Products
Reimbursement Committee
of the Dutch Healthcare
Insurance Board
(recommendations)''¢

e National Institute for Health
and Clinical Excellence
(decisions)

e Technology Appraisals

Committee (recommendations)’

e Ministry for Health and Social
Services (decisions)

o All Wales Medicines Strategy
Group (recommendations)?®

if available''>'72

Yes for pharmaceuticals

with added therapeutic value
(Annex |B), except for orphan
pharmaceuticals with small
budget impact or absence

of active alternative'>*

Yes’

Yes!™

e Cost effectiveness

e Cost utility

e Methods must
comply with Dutch
Healthcare Insurance
Board economic
guidelines®#4173

o Cost effectiveness

e Cost utility

e Methods must comply
with National Institute
for Health and Clinical
Excellence economic
guidelines'>'s7

Any one of:

o Cost effectiveness

e Cost utility

e Cost minimization/
cost comparison;
rationale for selection
must be provided?®'7

e Methods must comply
with economic
guidelines?!7

e Societal

® Direct costs'**

® Indirect costs
may be included
but must be
reported
separately'>*

o Payer'3!s7

e Direct and
indirect costs to
National Health
Service and
Personal Social
Services

® Societal?®

score to the candidate technology (a new pharmaceutical).
The score is based on a five-point scale, with “I” representing
“major medical benefit” and “V” representing “insufficient
to justify reimbursement.”'%?*23 Upon approval of the score
by the Minister, the CEM then compares the technology
with already reimbursed alternatives in order to formulate an
opinion on the “improvement in medical benefit” or “ASMR”
level. Six possible levels exist, ranging from I (major inno-
vation) to VI (negative opinion regarding inclusion on the
benefit list). Therefore, “innovativeness™ is viewed as the size

of the incremental clinical benefit achieved by the candidate
technology. The opinion of the CEM is forwarded to the
Transparency Commission, who makes a formal recommen-
dation on the ASMR classification. This classification is, in
turn, used to negotiate price and reimbursement rate. In Ger-
many, the “innovativeness” of a technology is also based on
whether it offers “added therapeutic value.” Moreover, it plays
an important role in determining the content of subsequent
committee deliberations, because “cost-benefit” analyses are
only taken into account when a technology has been deemed
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Budget impact analysis

Other economic
information

Comparator Sensitivity Systematic review  Required Costs
analysis of economic included
analysis studies
® Most commonly used Not specified No information o Estimated average
alternative'® found duration of use
o Estimated consumption (number
of patients and utilization)
o Estimated cost of use per day'®
No information found No information No information Yes!'®!72 No information e Price in other European Union
found found found countries
e Reimbursement status in other
European Union countries
o Estimated cost of use per
dayl 15,172
© Most commonly used One-way, No information Yes'>* No information e Anticipated substitution effects
alternative OR multi-way, and found found ® Price
e Most relevant reimbursed probabilistic*® e Estimated consumption (number
alternative®*'”? of patients and utilization)'**
e Most commonly used Probabilistic'*? Yes'>'57 Yes'>'¥7 No information e National Health Service
alternative OR found resource implications'*'%
o Best practice alternative'*'””
® Most commonly used Probabilistic?® Yes?® Yes?®!74 No information e National Health Service

alternative®®

found

resource implications?'7*

innovative.'® % The review committee of the Italian Medicines
Agency, ie, the Technical Scientific Committee, explicitly
weighs both the availability of existing treatments and the
extent of clinical benefit in its assessment of a new pharma-
ceutical’s innovativeness. The two attributes are scored sepa-
rately and then combined to determine whether it represents

EENT3

an “important,” “moderate,” or “modest” innovation.? This
rating, along with the category of clinical value to which the
pharmaceutical has been assigned, is sent to a second review

committee, ie, the Pricing and Reimbursement Committee,

which negotiates price and reimbursement status with the
manufacturer.?%?’

Regardless of the reimbursement system, one of the main
goals of the review committee is to determine the “thera-
peutic value” of a candidate technology. Broadly, its assess-
ment combines consideration of clinical benefit with that of
clinical need, taking into account key factors related to each
dimension. For clinical need, they comprise, at a minimum,
burden of illness (prevalence of severity) of the target
condition and availability of alternatives. For clinical benefit,

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript 143

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

JaJnogynuew

198png 921A438 21 jqnd
|edapa4 pue ‘sureyy

01 240da. SpUSSs 9913IWWOY) JUBWLSINquIRY Sniq °§ JIWOUODT pUE ‘Sdreyy
110daJ uonen|ead [e120S ‘YajeaH 21qnd
saro.udde pue sessnosip 99131WWOY) JudWLsINquiRy Sniq JO SOLNISIUIL WOJ) § ©
J24MDeyNuUBW SOU pue ‘9d1id WNWIXew Saujw.Iap Aaasnpu
‘Ja1ssop 3uidlid saujwexa A|SnoaueINWIS UOISSIWWOD Jeonnasew.eyd
Surdd ‘usumodeinuew Aq Pa1IWLIGNS 92USPIAS UO paseq Slouad wouy | e
9ousluRAUOD pue ‘Aljiqedldde ‘ssausAndaye ‘Adediys ‘Aisjes Ansnpul
s [eonnadsew.eyd jo uonenjeas aJedaud ‘s1uadxs Aq paruoddns |eannaseweyd wouy 7 o
99MIWWOY) JUBWASINGWIRY SN JO NEaINg UIYIIM JJeIs “¢ :BunoauoN
24nod paJedaud sonsiusidedeyd 1onpoud jo 1uo0dad MIIAIAC Jalig T suopneosse
SAnE.SIUIWPE Awouods 32IAISg aspewdeyd wouy € o
Aq pJesH e 21|qny [e4apa4 01 Jaissop 3ulud sywgns A|snosueynwis pue suepisAyd 4 o o96(SUONEPUSWIWODA)
Ajuo spuno.g (saAneusaje Sunsixa 01 paJsedwod anjeA onnadelayy pappe) SpUNy SSAU[DIS WO) g @ ddMIWwo)
[eanpad0.d uo Z(3uswasinquia wrep | sse|D Ji (YID|) ONed SSOUSAINDDYD-ISOD [BIUSWSIDUI SOIWAPEDE / o uswWasInquisy SniQg e
pajeadde aq pue 3upiid S9PN|2U| 9913IWIWOD) JUBWISINGWIDY 3N JO IBLIBISIIDG :(4reys Buipnjoul (suoisidap)
Aew uoisaq e sapnaul) sAep G| 2°N 0] JuUsWasINquia. Joj uonedldde sywqns Jaamoejnuel | SUnoA g7) sdoquisw | £ SJIBYY [BIDOS JO JUISIUIL @ wni3jag
g5'95'1cUCISIOOP
[BUl} SOHBW PUEB SUONEBPUSWIWIOI SMIIAS] SUONHMINASU]
A314n23g [B120S UBLIISNY JO UORBIDOSSY 4O J03da41p AindaQq £
Jaunmdejnuew wo.y
PaAIada. sasuodsad 3unodde ojul Supjel ‘UOIIEPUSWILIODA.
JuswasanquiaJ saJedaud paeog uonen[eA3 [edIN3dBWLIRYY 9
JUSWWOD 10} JaJN1dejnuew
01 240dau Spuss pJeog UOIIEN[BAT [EdINSdBWLIBYY 'G
110dau sauedaud pue suuiodad uonenjeas sispew.eyd
304 J9AO $9318ISqI[P PJBOg UONEN[BAT [E213NDBWLIRBYY ‘b Jo Jaquueyd
saAneuIA|E 3|qeedwod 01 aAnE|a. [ednnadew.eyd ueLIsSNy Wouy | e
JO SSOUDAIIDRYD 1SOD SIIBN|BAD WED) SOIWOUODID YI[edH g Jnoge| Jo Jaquieyd
2o11d uolun ueado.ng a3eiaAe aAaoqe d1d [e1opa) WOl T ®
1sonbau ued 9 Jo g salI0891ed Ol payissed sieannadew.reyd Jaquieyd ss(Suonepuswiwoda.)
— anjeA onnadeJay Jo soli0331ed 9 Jo | 03 [ednnadew.eyd JIWOUOID WOy T e p-leog uonen|eAy
gsUolssiuwo sugisse pue ‘uopyed)idde ul pajuasaid 95UIPIAS UO paseq SUOIIBIDOSSE |edn3nadew.eyd e
s|eannadew.ieyy gs(Uoisiap (onnadesays pue [esi3ojocewaeyd) uonesidde jo uonenjeas sueisAyd wouy 7 e «s(suoisiap)
juspuadapu| JUBWRSANQUIID aJedaud (sJiey [ednnadeweyd JO JusWIRdD(]) JJeIS [BUIRIU| 7 SPUN) SSAUXDIS WO O suopnsy|
03 pajeadde aq pue 3upiid suonmsu| A11N3G [BID0S UBLIISNY JO UONBIDOSSY SOIWSPEDE € o A314nd3g [eog
Aew uoisaq e sapnjaul) skep 08| z°N 01 JusawWasINquiaJ 4oy uoneddde suwgns Jaanidejnuel °| :suaquisw 3unoa og UBLIISNY JO UONEBIDOSSY o BLASNY
(3104) Apoq Supjew
uoisap PloysaJ4yy -UOISID9P/M3IAD
swisiueydaw [M3IASA  SSSUDAIIIDYSD jusWRsANquIIR.
sjeaddy 40} saulPui ] -3s0D Jo asn ssad04d Supjew-uoisidap/maiAad ul sdajg 99331WIW0D pazijesyua)d Anunop

sassac0.d Supjew-uoisidap Jo uostiedwor) § djqel

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

144

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

Dove

(panunuo))

a9ggUONUDARIY pUE
yareaH jo Ansuily
o1 pajeadde aq

Aew uoisp

yIesH jo Adasiulpy
o) pajeadde aq
Aew uoispa o

6989'17 U

JaJdnjdejnuew O3 suonepuswwodad

1JeJp spuas Aouady saupIpaly Ysiueq ‘@Anesdau j|

Adualy saupIpaly Ysiue( 01 UOHEBPUSWIWIOID JUSWISINGWID.
S9)[BW PUE SISA[EUB DIWLIOUODI JO M3IIAL pue ‘AaAuns ad1id

“u0dau UOIJBN|BAD SMIIASJ 93]3IlIWIOD) Juswasinquiiay -

pelwWgns J1

‘sisA[eue dIWLIOU0Dd (s)areNn[eAd (s)11adxa solWouodd YieaH -

AaAans

9214d sauedaud Ajsnosueanwis Aouady saupIpaly ysiueq *

uonedipul awes 1oy s1onpo.d

[eonnadew.ieyd-uou pue [ednnadew.eyd pasinquiaa Apea.je

01 pasedwod ajiyo.d A1ajes pue 19949 [ed1ul]d LIa.ndeNUEBW

Aq pa11wgns 95U3pIAS UO paseq 1iodau uonenfeas auedaud

gs uonedydde
ajenbape, | jo 1diadau

J9ye sAep 0g 2°N

Aoualdy saumpipaly ysiueq

081-921340daU UONEN[BAS UO Paseq UBWASINGWIR JO [9AI)

pue wu_,._n_ UO UOISId9p sa)ew |0J3uo) M:LD 40} =231nli3su| =3eIg -

s109dse [eIDUBUI UYL PUE ‘ISJlj 3SN [eDIUI]D pue ‘Adedlyys ‘A1ajes
ssasse ‘3uodad uonenfeas auedaud pue ‘sdnous jusned pue
(uoisiap ‘S1SIWIOUOD3 Y3[eay ‘s1uadxa [edIpaWl YaIM 3jnsuod (uone|nday
JusWRsINqUIR JUBWISSINQUIRY PUE 9d1d 104 3uswIeda(]) JyeIs [euJaiu)
pue Surpuid |onuoD) 8nuq Joj 2annsu|
sopnpoul) skep g/ 8c1ON
seit1zL1gUOISIOOP [BUY
S9>[BW PUE ‘UONE.ISIUIWIPE [BIDUBUL. pUE 193pNg JO JS1SIUIL
WO.J 9DIAPE $H93S ‘SUOIIBPUSWIIODD. SOAIRID ISISIUI|
Jaumdgjnuew wo.y
PaAI@da. sasuodsa. 3unodde o3ul SupjEl ‘SUOEBPUSWIWIODD.
Jeuly saJedaud sean1WwWOD) JUBWLRSINqUIRY Snuq

Bulreay e 1sanbau Aew Jaumoejnuew sAep |

uIyam Ajda asnw oym “Jaanidejnuewl 0 SUONEBPUSWILIODD.
JeIp SPUSS 9912IWWIOD) JUBWASINqUIRY 3N

suonepuswwoda. yedp (10A Aiolew g/7 4q)

ISID9p [BUly s3¥ew pJeog Adualy sauIpaly Ysiueq

(Auessadau J1) s1uadxa [eUJISIX3 Aq pardoddns ‘yels [eusau

01 JusWasINquIdJ Joj uonedljdde suwqns Jaamdeynuel ©

911§ O Juswasinquilad Joj Co_umu__&n_m sjlwgns JaJdnjdejnuel,| -

T

0l

saAoudde pue sassnasip 993IWWOD) JuUsWsINquIRY 3niq */

JaJdnjdejnuew wWodJdj paAladad
sasuodsau pue ‘JaJanidejnuewl wo.y wu_LQ 940dau uoinen|eAs

3UNod2e OJul 3UPE] ‘SUOPEPUSWIWODA JeJp dJedaud yeg 9

«SuoISal ayy
Jo aAneluasaudal | e 1z1geo(SUONBPUBIIODD.)

sJauonnoe.d [etsusd 7 e sanIWwwoD)

:pnpul Isnjy JUBWSSINGUIRY o
SIQUIBW £  j7499(SUOISIDBP) AoUaBy

JO wnuwixep SSUIP3| Ysiueq e SJewusq

o21's5(SUOISIDOP) [0.13U0D olgnday

punoy uopew.oul o] SndQ 40} INIASU| RIS ° Y292

2992UBINSU|
Aqesiq pue
ya|eaH Joj 2amnsu|

|euOIBN WO} | ©

145

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

SJUaWIWOD
uanIm Suipiroad
Jo Bupeay
Sunsanbau ‘YaesH
Joy Aloyany
[euoneN

youalu4 o1
UONEBPUSWIWIOIDI

(3uswasanquiiaa
pue 3uiiud
sapnpaur)
s|eonnasew.eyd
auanedul

(sa130jouyd2
pasanquiaJ Apeauje pue ‘asn jo suonipuod ‘uonejndod 3a8.ue)
‘SSOUDAINDIYS [BDIUI]D UO SISND0J) Jaanidejnuews Aq paniwuqgns

92USPIAS UO paseq 14oda. uonen|eas auedeud yeas [eulsiul g
181112295 Y3[BSH 04 AILIOyINy [BUOIEN YdUud.i4
01 JusWasInquia. Joy uonedlidde sywqns Jsamdenuel |

.suonninsul
o1gnd,; wouy 4 e
:(dreyd sapnjour)

sJaquiaw 3unoA Og
1yajea Joy Aaoyany

[eUOnEN YdUDJ4 UIYIIM

g,(suonepuswiwoda.)
YI|esH Joy Lauoyany
[eUOnEN Youd.d e
aro(SUOISIIDP)
A1n23g [e10g pue

|eadde Aej Joj sAep (g e 0°N s|psipiddp ASojouypar 9j8uis  991WIWIO) AdudJedsued | Y3[eaH 4oy Ansiull e Qduely
g1, 2SI9dXa 9duRINSUI
[BIDOS pUE ‘SOILIOUODd
Yajeay ‘[ea1Sojooew.reyd
‘[ea1paw Yyam
S[ENpIAIpUI S9PN[DU| ®
:dnoug
149dx3 jo siaquiaw #
YireeH
PUE 2UEBJ|9AA 10}
a.us)) 3uswdojeasqg
2811817215, UOISIOOP [BUl S BW pUeog SudLId S|EdINadRWLIRYY "/ puE ydJeasay
92U3PIAS [eUONIPPE 3pIA0.d U0 221d Jamo) |eUOnEN WO | o
01 95002 ABW OYM “J9.NIDBJNUBL O3 SUOIBPUSULWIOID. SauIIpa| J10) Aouady
spuas pJeog 3uidlid s[ednnadew.eyd ‘9Anesau §| 9 |euoneN woudj | e
SUOIJEPUSWIWIODA. S9JB|NWLIO) pJeog SUIdlid S|ednnadew.eyd '§ 9oueUl JO
pJeog 3uidlig s|ednnadew.eyd 01 ‘B9 Aq papiroad 193pnq Ansiull] wouy | e
s31 uo [eainadew.eyd sy jo 1dedwi enusiod aya SuipJess. (e1o)
JUBWEIS UM Yaim Suoje ‘suojuido pue uodau jo uonNIISU| ddUBINSU|
Asewwns syuasa.d 1e1e19.139G paeog Suidlid S[EdN3dBWLIRYY ‘b [eI20G WO 7 o
suoluido sajejnwioy pue 11odad smalaal dnour) 3uadxg °¢ yaresH
Jaumpdeynuew Aq pUE s.ieyy/ [e1D0S jo 5,(suonepuswiwoda.)
g1 (UOISIDOp P92IWIQNS 9OUSPIAS UO paseq 14odau uolIen|eAd Ansiulpy woudy 7 e dnouo 1uadx3 pJeog
1g13N0D swa.udng JuBWIRSINQUIISI sJedaud ‘dnousy 1uadxg wouy 31oddns yam ‘yeas [eudsau| ‘g :pJeog 3uplig sjeonnadsewleyd e
o1 pajeadde aq pue 3updid 1e14812.03s pJeog 3updld S|ed1nadewleyd 3uidlid sjeonnadew.eyy srpe,(SUOISIDOP) paeog
Aew uoispaq © sapnjaul) sAep 08| 181°N 03 Juswasanquia. Joj uonedldde sywigns Jsamoenuel | JO sJaquiBw / Suild sjeonnadew.Ieyd e puejui4
z/(suonepuswiwoda.)
sanIwwoD)
punoy S[edINSdBWLIRYJ @
punoy punoy uonew.Ioul 2(suoisioap)
uonew.Ioul oN uonewLIoul ON oN punoj uolreWLIOJUI ON| punoj uopeWwIOjUl ON  SHIBJY [B1D0S JO Ansiull e BIUOIS]
(3104) Apoq Supjew
uolisdap pPloysaay3 -UOISID3P/MIIADI
swisiueydaw JMIIAD]  SSOUDAIIIDY 131 jusawRsINquIad
sjeaddy Joj sauldwi]  -3SOD JO 9sn) ss920.4d Supjew-uoisidop/maiAad ul sdojg 99331WLIWI0D pazijesua)d Anunop

(panunuop) § ajqe L

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

146

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

Dove

(panunuod)

0z3N0d
SAnE.SIUIWPE
01 [eadde Aew

‘9pBW U932q sey
UOISIIBP JUQ o

s (3uswasInquiaa
pue 3upid
sapnpur)
sjeonnasew.eyd
juanedino

Joj skep 0g| e

sg11zSUOIBPUBWILIODD. saAo.adde

PUE SM3IASJ pJaeog Yi[eaH 0} A1lioyany [BUONEN] Youd.4 °

SUOEPUSWIIODA. S9IE[NW.IO)
pue sauswwod pue 1odau sosieadde ssniwwodqgns

1s1je1dads Juawssasse A3ojouydan Yajeay aelidouddy

s3unsaw

dnou3 Supjuom y3noays payNsuod oOs[e Sudp|oydels
JUSWIWOD 40} 140daU JUSWISSISSE DAIDD. SIIP|OYdd[els *

J40dad Juswissasse MBIADI s1uadxa |eudaixas pue aaniwwo)

Ya|esH 21|qnd pue uonenjeAg djwouod] Ateurdidsipasiul -

(s1sAjeue
IWOUODD PUE M3IA3.I [BJIUI]D SBpN|aUl) 14oda. JUSWSSIsse

saJedaud dnoug siwepede Juspuadapul Jo/pue Yels [eudaiu] ©

sjesreadde ASojouy>a1 a|dnjnw .o} jod0304d
pue adods suyap 01 991IWWOY) YI[edH ljqnd PUe UONEN[eA]
2lwouod7 AJeul|didSIpPIaiu] Y3 PUB SISP|OYEIS IUBAS[L YIM

SUO[IBI|NSUOD SIONPUOD Y3[BSH 10} ANJOYINY [BUONEN| YdU] *

s|esreadde ASojouys91 o|dnjnw Joj oidoy

A3ojouyda1 saroudde yaesH J0} Aalioyany [euoneN Yyouaud

[Ts)

sjesreadde A8ojouydal ajdnnpy

cz-07919211d PUB [9A9] JUSWISSINQUIIS UO

UOISIISP [BUlj SOHBW AIINDDS [BIDOS PUE U3[ESH IO} JSISIUIL °

91BJ JUSWSSINGWIR] SY) SIXI) JIPE|E|] IDUBINSSY,p
S3SSIBD) SOP 9[RUONEN UOIUM SY3 PUB J24NIdBJNUBW YaIm 9d1id
sajepnoSau = ajueg ap snpoud sap anbiwouod3 s3wo") ay3

‘POAI9DAU S| UOIEPUSWIIODD JUBWSSINGWIRL dARIsod aduQ *

Jeonnasew.eyd
S 03 UONEBDYISSE[D IJSUSq [BdIPaW Ul JuswSAodw, ue
SUSISSE PUB SIUBLUEDIPD|A SOP UONEN[EBAZ,P UOISSILUWIOD

WoJ) PaAISdaJ 3JIAPE SJU9PISUOD UoIssIWIWOoOD \Aucogmn_mcmgn_- :

(as1] 3youaq uo uoisnppul 3uipJeda. uoluido sAnesau — |A 03
uoneAouu Jofew — | ‘aeds uiod 9 & UO) ,IYaUdq [edIpa
ur JuswaAoadwi,, sy asiedde o1 seAneUISIE pasINqIIR.

ApeaJje yam [esnnadewdeyd Jo Juswissasse sanesedwod

swiojuad usy) SIUSWIEDIPS| SOP UONEN[BAJ,P UOISSILIWOY) *

94025/|2A3] JyaUaq

[EJIPAW 3Y3 UO UOISIDAP [BUL SIHBW JISIUI

(3uswasanquiaa Apasn| 03 JusdNsul — A O3 Jolew — |
‘ajeds juiod g & uo) [ednnadewdeyd ayl Jo ayaUSq [edIpAW,,
oy asieadde o3 suoluido 14adxa pue 1iodau uonenjess
SMDIAD.J SIUSWIEDIP3|, SOP UONEN[BAT,P UOISSILIWIOD)

140dau uonenjeas

MB3IAR. $119dX3 [21S0[OpOYIBW PUE [BIIUID [BUIDIXT

A4

syuadxa [edruld
Jo seamnIwwodqgns
1sieads /
o HERET P E)
|es13ojooeweyd
pue [edIpaWl YPIM 7| e
Ansnpul
|eonnasew.eyd wody |
puny adueansul
Ya[EaYy UleW Wolj € e

147

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

1, Toh)
SAnEMSIUIWPE
o) pajeadde aq

Aew uoisa o

wb192197'6) UOISIDDP [BUIY SBW OYM

99MIWWOY) JUIO[ [BJ9PA4 O SUOIEBPUSWILIODA SPUIS pJeog *

[eaoudde Jeuy

10} pJeOg dY1 01 UBYI PUB MIIARL dduRINSsse Alijenb [euly

10} 99121WWOd 3ULISIS S4B Y3[eaH Ul Adusdiyg pue Ajend
40} 91NI1ISU| 9Y2 01 31 YWQNS PUE ‘SUOIBPUSWIWIODD] puE

PaAI9224 sauawwod Sunelodiodul Quodau euy aJedaud yels

JUBWWOD 21|qnd .10} 91ISGIM UO SUOIIEPUSWIWODA. puk 11odal

eup si1sod aueD) yajea ul Aduaidiyg pue Afend) Joy aamnsu)

doueansse Aenb
10} SUONEPUSWIWIODA. put 110da. 3BIp SMIIASI 9313IWIWIOD

Suiesas aue) yajesH ul Aousiiyg pue Ajend Joj samnsu|

o151 P949PISUOD 9 30U ISNW 150D
‘SSAIIBUISIE OU 9.8 94943 YdIYM J0j UORIPUOD SulusIeaayl-of|
syea.1 A3ojouydal JI Qunowe a|gesinquiiad WNWIXew 13s 03
paw.ioyad si sisA|eue ,31jouag-1s0d,, ‘(S9AIRUIDI[E

pasJnquia. Apea.[e J9A0 anjeA dnnadelayl pappe SJayo ‘a1)

SAIEAOUUI POWSP JI ¢ Ajeue asnuouy Aouspiys

wouy sduipuly ysnouya Aduaidiye ajqeedwod ajeisuowap
ISNW SSAUDANDIYR/ADBIIYS JB[IWIS YaMm saiSojouydal
‘(s;uatpaudul aAnoe oM pue d|qesedwod Ajjeonnadesays :¢
‘Juaipa.8ul 9AdE duo pue 3|qededwod Ajjeonnadesays 7
‘JuaIpa.3ul 9ANDE [edNUSPI :|) sdnous ¢ jo | o1 paudisse

s1 A3ojouyda1 ‘DAlIBAOUUIUOU PAWIP JI {(JudwaAoadwil
s1InadeJayl sIao J0 JUSIPAISUl DANDE ISl Y3 SI ‘Dl)
SSOUDAIIBAOUUI 1O 11JoUSQ [BD1UI]D SULIDPISUOD ISJ1) AUSLISSISSE

aJedaud ‘syuadxa |euasixa Aq palioddns ‘yels jeusiu]

Juswwod 21jqnd 1oy 211sgam uo |od03r0.4d pue adods

yedp si1sod aueD) yajesH ur Aousidyyg pue Afend) Joj samnsuy)

jod030.d pue 9dods JUSWSSISSE SUYSp 03 suoneziuedio
JaJedauaned pue s1uadxa [ed1ul)d [BUJISIXD YIIM SUONEINSUOD

INO S3LIIED BJeD) YajeaH ul Aouspiyg pue Aljend) Joj aamnsu| ©

JUSWISSISSE 1ONPUOD JO/pUE STBUBW O) YeIS [eUIdUl

syutodde auer) yjeaH ui Aouadiyg pue A3jeng) o} 2Imnsuy|

™M

¢191(8unoauou)
suoneziued.io juaned e
Spuny SSaUXDIS o
suopedosse [e)dsoH e

sasidesayrolsAyd pue

‘sasnuap ‘suedisAyd
JO SUONEIDOSSY

o (suonepuswiwoda.)

aJeD YIesH

ur Aduadyg pue
Ajfen® Joj 2nnsu| e

SUONEPUSWIWODA. punoy aJeD) yaeaH ui Aouaidiyg pue Alfend) Joj 91msu| salyou pue :wouy saAneIuasaldas 4 (suolspap) sanwwo)
[eadde j0u Ae| e uonew.oul ON| sON  A80jouyda) ssasse 01 UOISIDAP SdeW 991IIWWOY) o[ [BIapad °| Suipnpoul suaquidw ¢ | ui0[ [e43pa4 © Aurwiay
(3104) Apoq Supjew
uoisiap pIoysaay3 -UOISIDOP/MBIAD
swisiueydowWw JMBIADA  SSOUDAIIIYD juswBsINquIIDA
sjeaddy 40} saulPui ] -3S02 JO 3sn) ssa20.4d Supjew-uoisidap/maiAau ul sdajg ?9)31WIwo0) pazijesyuad Anunop

(panunuo)) g sjqe L

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

148

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

Dove

(ponunuos)
so1'sz1169PINS $OIWIOUOD0JBULIBY IO} 2.13UDD)
® se pasn [BUOIIEN O3 [EJJ3§3. JO J24NIDBINUBW SIYIIOU DAIINIDXT 2616(SUOISIDAP) DANNDDXT
1(2917IWWOod ATVO 921AI9S YI[eaH ‘ASojouyaa) $109[s 99MIWWOD) SIINPO. | ‘BT 92IAJIBS YI|BBH JO
149dxs paeudisap co(uoisap /000°SH3 Inq SAIINDAXJ 3DIAIDS YI[edH O JUSWISINquIJ o) uonedijdde UM S[edrInadew.eyy
01 pajeadde aq JusWIsINquiIR. ‘Ploysa.y3 SHWQNS J2.N3DBJNUBW YO IUSWSSIssE 10y ASojouydas elodio) jo
Aew uoisipaQq J10}) sAep 06 paxiy oN $1099S SAIINIIXT 9DIAISS Y3[BIH JO 991UWWOD) SIONPOU] *| punoj uoneW.IoJUI ON 99NIWWOY) SIONPO.] @ puejaJ|
817010627 UBUL] pUB
Y3[ESH JO SJ21SIUIL] Y3 03 3 SPJBM.IO) PUB UONEBPUSIIODID.]
saroudde uoisialp [edonnadew.eyd jo Joideuq /.
uonEpUBWIWOD3.
B S9)B|NW.IOJ pUE ‘s339]|02 [BUOISSDj0.d WOy 9IAPE pue
“uawnJedap [eonnadew.eyd jo uonenjeas Aleuiwipad
“40dau JsA0 sa1eIaqIPp 9911WWOY) [esiedddy ASojouyds] ‘9
JNCRITITe) SISA[BUE DLUOUODD PUE SDUIPIAS [BDIUI|D JO MIIAD DIBIAISAS
S, 43SIUl SWld o e Suisiidwod 1u0dau Juswssasse sadeda.d 2ol IUBWSSISSY g
Adewireyd jo o359y Y3ea 21891e.a1g J0) 91MNISU| [BUONEN Y2
91MNIsu| [eUONEN o JO 21O BWISSISSY AS0|0UYd | 01 I SUDYSUL.) 1BIIEIDIIDG
Awouodg Aous.edsued] ‘sunpadoud [ew.ou o3 paudisse si uonedldde j| 4
Jo Ansiull e uonenjead Ateuiwijaad e sauedaud sieonnasewleyd jo
soueuly JusuwnJedag Uone.SIUIWPY pUN{ SJUBJNSU| Y3[BSH [BUONEN] "€
Jo Ansiuip o SUONEBUIQWIOD pUB ‘UOHE.ISIUIWPE JO cgg(SUONEPUSWILIODD)
YI[esH jo Ansiull e $31n0J ‘suonedipul ‘sjuase mau o3 saljdde sunpadoud jew.ou 99nIWwWo)) [esiedddy
‘wouy ‘aunpado.d [ew.ou Jo aunpadoud payidwis ogiapun pjnoys A8ojouyda |
ssAneIuSsaIdau uonedjdde Jsyrsym saulw.IRISp USYl pue ssaus3s|dwod oy uone.IsIuIWpPY
sapnjou| uoned|dde sypayd pue sua3s13a. 181IBIDID9S AdudJedsued ] 7 20:5dn0Ug Jopjoyadeas pung @dueJnsu|
samIwwoD) punoy (uorsilp [eonnadew.IRYd) UOHER.ISIUILPY Aq pa1edajep stequiaw |eoH [euoneN e
sjeaddy o1 pajeadde punoy uonew.ojul pun4 9dUBJINSU| YI|BSH [BUONEN| JO 1B1IeI8d9S AdudJedsued | S9pN|oUl :23131WWO0YD) 9dueuUl4 pue
aq Aew uolsdA uonew.Ioul oN oN 03 Juawas.InquiaJ Joj uonedljdde sywqns Jadnidejnuel || [esreaddy A3ojouyda | YI|eaH 4O SI2ISIUIl © Asedunpy
55:5921d ueadoung
1S9MO| € 33 Jo a5eJdAR O A103918D pausisse ul
papnpaul ApeauJe s1onpo.d 3unodde oaul Supje) 19s dlid f
[eAcudde oy Aa1indag [e120g pue yajeaH jo Asiully
01 UOIIBPUSWILLIODD UOIIBIYISSE|D SPUSS SIINPO.IJ [BUIDIPA
pUE JUSWISSINQUISY BY3 Ul 9311wwWo) AduaJedsued] ¢ gPULIB JUBYDID) @
. SS9UBANDIBYS dlwouodsodew.ieyd pue snnadelsyy, uo uoN2310.4 [1208
paseq A1o8a1ed dnnadessys Sunsixa-sud ojur [eannsdew.eyd pue juswAojdwg
JO UONEDYISSE[D SPUSWIWIODA. SIONPO.J [BUIDIPS| PUe Jo Ansi e oe's(SUOISIOOP s RW)
9g; (UOISIDAP UBWIASINQUIIDY dY2 Ul 99nIwwo) Aduadedsued] 7 9doueULl JO ANSIUll e S12Npo.d [eUIdIpa) pue
JUBWRSINqUIIR punoy $1oNpo.d [BUIDIPA YI[eaH jo Ansiull e JusWRsINqUIRY
punoy pue Surdrid uonew.oul PUE JUBWISSINGWISY 32 Ul 9313WW0) Adudaedsue. | ‘woJy saAneIuasatda ay3 ul 9vNWWOD)
uonew.Ioul ON| sapndul) sAep 0¢ oN 01 JuBWIAsINqWIRJ 1oy uonedljdde sywqns Jaundejnuel *| Suipnpoul suaquisw / Aduauedsued | e CREENTS)

149

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

punoy
uoneusIoul oN

sapn|ut) sep 08| 5N

[e1USSSS — B|qeSINqUIIR. A[|N} — / :SISSE[D JUSWASINqUIIS.
gg: (UOISIDAP 99.2 Jo suo 01 3 SUIUBISSE ‘ON[BA [EDIUI|D UO SJIAPE S9IB|NULIO)
JusWLSINqUIIS

pue 3upud

PUE UOISSILUGNS SMBIAS. 9323IWUWIOD) DIYIIUSIDS [BDIUYID ] T
Aouady sauidIpa| uelfey)
01 JusWiasInquiia. Joj uonedydde sywgns Jsunmoeynuey |
1y1'ser'e616UOISIOOP
JUSWISSINGWIRL SIH{EBW OUYM ‘D31IIWWO7Y) SIONPO.I O
140dau SpUs $OIWOUOI0JBULIBYY 0} JIUSY) [BUOIIEN B6
SIUSWIWIOD S J3JN1dEyNuUEBW
SuneJoduodur 94odaua uonenfeas [euy sasedaud dnoud malaay “eg
uolisidap
JUBWSSINGWIIS. SIYBUW OYM ‘991IWIWIOT) SIONPO.Id O
UOIIBN[BAD SPUIS SOILIOUOIIODBWLIBYJ 10} D1IUDD) [BUONIEN| "G/
JUSWIWOD 10} J3JNIdEYNUEBW
01 110da. SpUdS SOIWIOUOII0IBWIIBYY IO} D.IUSY) [BUONEN] "B/
SJUSWIWOD
s Jaumoejnuew Sunedodaodul ‘uoiren|eAs dlwouodsodew.reyd
[euy saJedaud sojwouOIR0dBWLIRBYY 10O 9.3UD) [BUONEN] ‘9
uolISsILQNS S J2JNdBNuUBW
uo paseq 11odau uonenjeas sauedsud dnoud maiasy &g
JUSWWOd
10} JS4MDBJNUEBW 01 UOIIEBN|BAS dlwouoddodew.eyd
SPUSS SOIWIOUODI0IBULIBYY JOf 213U [BUONEN] GG
sasAjeue 1oedw 198pNq PUEB SSAUSANIBYS-1SOD SIPN|IUI YDIYM
‘uolssiwgns dlwouodaodeweyd saiedaad Jaumodeynuey| e
uonen[eAs dlwouod3odew.reyd s1onpuod
$OIWOUOI30JBWLIRYY 10} 3.43USD) [BUONEN] ‘Pa.ISJR J| ‘G
UonEN[BAS 0} s3uswWa.inbau pue
adoos aujwJ19p 01 JaumdBNUBW YIIM s199W dnoud malsy 'Bf
JUBWSINGWIS] PUSWIWODA IO UOIEBN[BAD
Slwouoda0sew.eyd [BW.IO) 1O} SIILIOUOID0I.UILIBY IO}
2.1ua7) [euoneN 01 A80jouydal JUaja. 01 JaYIAYM SIPIdAP
pue 110da.J UONEN[BAS SMBIASI 9913IWIWIOD) SIINPO.UY ‘qf
dnou3 maiaad astudwod o3 pajujodde
$2IWOUOI302BWLIBY 0} 3.43USD) [BUONEN] UIYIIM JjBIS "BE
J2JMDeyNUBW WO.) 9DUSPIAS UO paseq 11odaJ uonen|eas
Aseujwijpud auedaud yeys ‘uoneoijdde sywqgns Jaanideynuew §j ‘qg

SISDBWLIRYJ @
sJapiroad aued YIesH e 46(suolIsidap)
sJaquisw /| samIwwo)
SSPN|PU| :P91NWWOD d13USIDS [B2IUYIS |

SynusPg [edluyda | Adusdy sauidipaly Uelfe)| e Aeay

swisjueydaw
sjeaddy

uoisaIp ploysaayy

[M3IADd  SSBUSAIIIBYSD

J0j sauldwil]  -3SOD JO 3sn) ssa304d Supjew-uoisidap/Malaad ul sdayg

(3104) Apoq 3upjew
-UOISID9P/M3IAD
uonisodwod jusWAsINquIIR

s8pIwIwo) pazijesua) Anuno)

(panunuop) g ajqe L

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

150

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

Dove

(panunuo))

punoy
uonewLIol ON

4e(uoisap
JUBWRSINqUIID
pue Suiid

sapnjaur) skep 0g|

+©ON

Juads ||om Asuow ,Se pamala

9q p|nom [edanadeweyd JayIsym aulw.IeIsp O SanLIoL

948D Y1[BSH IO} [IPUNOY) [BUOHEN Y2IM SINSUOD ANsiully °§
S9DIAIRG 948D PUE L[edH JO ANasiully

01 240dau uonen[eAs spuss A2usdy sauIPal UBISSMION
uBWISINqUIRY
8nuQ 4104 99131WWO) AIOSIAPY [BUONEN YIIM SI|NSUOD pue

140daJ uonen[eAd SM3IASL AdUady SBUIDIP3L UBISSMUION| '€
Jaumdejnuew Aq paniwgns adUspIAS Uo
paseq 110dau uonenjeas aJedaud yeis solwouod30dBWLIBYY JO

auswiiedsq Aously saupipaly UBISSMION T

Aouady sauldIpa|,| UeISIMION O
JuswWasINquia. 1oy uonedijdde sywqns Jaanidenuel

11BA/3U0UY| UOI||IW § < J|

UOISIDOP JUSWSSINQUIID. S33EW pue

140daJ uonENn[eAS SM3IAS AdUady SSUIDIPS) UBISSMUION| '€
Jaumogynuew Aq pa3iwgns 92USPIAS UO
paseq 11odau uonenjeas auedaud yeis solwouodsodeWIRYY

Jo wawiaedaq Adouady sauidIpaly UeI3dMION ‘T

Aouady saudipaly uei3amioN
03 JuUsBWIdsINquIRJ 4104 uoneddde sywqgns Jaunioeynuey,| ©

1Ieak/auoay| uoljiw G > J| :[ednnadew.eyd
Jo 10edwi 398pnq paredidnue uo spuadep ssedo.y
se1'zz9z UOISIIBP [BUL SHEUW OYM ‘991IWIWOD)
J1J13USIDG [BIUYIS | O3 SSW0INO uonenosau SuluieIuod
140daJ s1WQNS 99131WIWOYD) JUBWRSINqUIRY pue Sudlid 9
9o14d pue smels
JUBWISINGWIS. 91B11035U O3 JSJNIDBJNUEBL SIDEIUOD puUE
9DIAPE SMIIAS 99MIWIWOY) JUSWSINGWISY Pue Suidlid °§
99MIWWOD) JUBWSSINGIRY pue Suidlid 01 JUSs a.e
UONEN[BAS 9913WIWOD) dYI3USIDG [BIIUYIS | PUEB UOISSILQNS
uoneaouu snnadesays 3sspouwl,, Jo  ‘D3edapow,,
ueriodwi, syuasaudau [eonnadeweyd Ji suiwIap 01
PaUIQWIOD 3JE 101D’} OB UO $340IS ‘yauaq dinadesay jo
UIX3 (7 pue sauswiea. 3unsixs Jo Al|iqejieAe (| 40138 7
Suliapisuod ‘A3ojouydsn sy Aq paJsyo uoneaouul jo
99.89p 93 SISSISSE UDYI 991IWIWIOD) DYIULIDS [BIIUYID | “€
SOSBISIP SNOLI9S-UOU 0} SIUSWIES.] — ||| pUE
{S9SBISIP SNOLISS JO d{SII SIBUIWI[S O 3INPAJ O SIUSUIEDI) — ||

{SOSEISIP SNOLISS I0) SIUSWIIBDI] — | :SISSE[D 934 JO SUO
01 pau3Isse U3} e [ PUB \/ SOSSE[D Ul S[edanadewieyy

'9]qesJnquiiaJ-uou — ) pue ‘sjeaidsoy ul sjgesanquiiad Ajind — H

{S9SBISIP JIUOIYD 10} PapuIUl SOy pue s1donpo.d

punoy
uonew.oul oN

sSOIIAIDS
|eonnasew.eyd
3uiSeuew
1oy a|qisuodsau
SJOIRNSIUIWPY o
sJapiroad aued YijeaH e
SOIWpEIY @
[suaquisw 7|
SOPN|DU| :29IUWWOD
JUsWIsINquIRY
pue Suplig
sisi3ojodeweyy e

g(suonepuswiwoda.)
SIWOUOI0IBULIBY

jo uswiiedaq e
(suoisap
/SUONEPUSWIWIOD.L)
S9DIAIDS BJBD) puE

YIeaH jo Ansiully e
aepe(SUOISIOOp
/SUonEpUSWIWODD.)
Aoualy

SSUIDIP3| UBISSMION e

se(suonepuswiwoda.)
99nIwwo)
JUBWIISINqUIIRY pue
3uplig Aouady
SaUPIp3| UBIEY| @

KemaoN

151

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

Jaumdeynuew syl Aq pa1onpuod sask[eue djWoUodd

[ew.0} Yy3no.yy paje.asuowap aq pjnoys 33eIUBAPE DILIOUODD
‘saldeJayl SANBUIDIE OU dJB 3433 YDIYM IO} UONIPUOD &
s)ea.1 10 anjeA onnadeJsyy pappe sJayo [eonnadew.eyd ji

! 98BIUBAPE DIWOUODD, | SUIWISISP O3 JJNIDBYNUBW WO

uonew.iojul dnnadeJaypodew.eyd az4jeue sisiwouod] ‘¢

(seAneuse pasanquiad Apeauje 01 paJedwod)
anjeA onnadelay) pappe pue UoneAouUl JO  BpeJd, sudisse
pue (a211d Juswasinquiaa pasodoud pue anjea onnadesayy
PappE SunEISUOWSP UONEBWL.IOI dlwouod3odew.reyd pue
snnadesaypodeweyd sapnpdur) Jaimdejnuew Aq paniwgns

9¢3NOD se(UoIsidap 95UDpIAS UO paseq 1iodau uonenjeas adedaud siuadxs [eutsaxy 7 ,»(suonepuswiwoda.)
9ANREMSIUIWPE JuaWRSINqUI. punoy S91IANDY JIWOUODT JO [BIDUIL) 9IBI0IDRIIJ dIWYVANI
o) pajeadde aq pue 3upid uonew.ioul Aq 951ud wnwixew jo [eaoadde uimo|joy QINYV4NI 02 (suorsiap)
Aew uoispaq e sapnjput) skep 0g oN JusWSsINquiIaJ 1oy uonresijdde sywgns Jdaanidenuel, °| punoy uolEWLIOI ON Ya[eaH jo Ansiull e [e8muiog
«PUNJ Y3|eo [euoneN e
Aajog
[BI20G JO Ja3sIul] o
Jnoge pue
Awouod3 jo Ja3slull e
9dUeBUL] JO JIISIUI| ©
o61'221001920d pue }Jo saAneIUasaIdal
JUSWSSINGWIISI UO UOISIIDP [BULY SIHBW YI|BSH JO AAsiully */ sapn|pu| jwes |
9514d JUsWBsINqIR] WNWIXEeW juswaseueyy 3nug
$91B11039U Y3[BaH JO AJIsiull UIYIIm wes | Juswadeue)y Sniq 9 LPuny
YI|ESH JO J21SIUIJ] O) UOIIEPUSLILWIODA. JUSWSSINQUWID SANSS] YI|edH [eUONEN
Juswssassy ASojouyds | yieaH Joy Aouady jo Jo1dauaiqg g SOAIMPI| PUE S3SUNN|
SUOIIEPUSWIWODDI IB|NW.IO) Jo |1Puno) awaudng
pue ‘s109dxa wWouJy Jesay 21odsd M3IASI 01 SI93W [IDUNOD) (1) pPuno>
9ANEBINSUOD) JUBWISSASSY ASojouyda] yajesH Joj Aoualdy 4 [ednNadBWLIRYd JAIYD © «(SuonepuswWoda.)
s149dxa pallAUl WOy PIAI9dAL UONBULIOJUI pU. (1) suepisAyg wea | juswadeur],
UOISSIWIQNS 33 WO.1J 9DUSPIAS UO paseq 1iodaJ uonen|ead Jo JaquieyD) ysijod e 3nuQ pue |1PUNOD
aJedaud yeas Juswissassy A3ojouyda| yieaH Joj Aouady g (£) YaresH jo Ansiuiy o dAnEINSUOD)
001 (UOISIDOP JusWissassy A3ojouyda | ‘woyy  JUBWISSASSY A3ojouyds |
JusWasINquiad punoj  YiesH Joj Aousdy aya o1 uonedijdde spuss ajesH jo Ansiully ‘7 seAneaussaadaa Suipnpul y3eaH Joj Aouady e
pue Supd uonew.IoUI YIjesH o Auasiulpy 03 saaquiaw SuoA 7| «(SUOIsIDap)
121PUON sapnjoul) sAep 08| oN JuswWasinquiiad Joy uonedijdde saiwgns Jaamdejnuel| ‘| {I2UN0)) 9AREINSUOD Ya|esH jo Ansiull e puejod
ea1'g6v¢|BAOIddE U0} JUBWEIIRY 03
uas s1 31 ‘@AnIsod JI ‘uonepuUSWIWIOda. SIIBINWL.IOY AISIUlL 9
(3104) Apoq 3upjew
uoisaIp ploysaayy -~UOISIDOP/MIIADI
swisiueydaw JM3IADL  SSDUDAIIIDYSD uonisodwod juLWRSINqUUIIDI
sjeaddy J0j sauldwii]  -3S0D Jo 3sn ssa204d Supjew-uoisidap/Malrad ul sdayg I9Iwwo) pazijesuad Anuno)

(panunuod) § ajqeL

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

152

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

Dove

(panunuon)
uoniesyisse|d 101(§) spuny
snnadeJayy pue djwoleue s11 03 3ulpJodde [ednnadew.eyd QduBINSUl YI[edH e
«2PIN3 & se oy saen[eAs uayl sdnoud 3upjiom asijerdads 7z jo suQ g (g) Joquieyd
pasn VO a3uedJ pjoysaJayl y3d| paadedde ayp [EJIPOW UBD[BAOIS @ 4,:50; (SUOIIBPUBILLODD.)
/005'973 W3D| SH 2J49YM SUIWLISISP 03 JSJMDBJNUBW (€) YayeaH jo Ansiully e S3ONPO.Y [BUIIP3|
—000073 Jo wo.y 92uapIA9 3uisn [eannadewdeyd sienjeAs yeis g :Bunussa.dau 10} 9913IWWo)
Ansiuipy a3ueu Inq YIeaH jo siaquiaw | | sapnpuy| JUBWIISINQUIIRY o
01 pajeadde aq punoy ‘PloysaJy Ansiuiy 01 ‘oo14d j1eraa wnwixew pasodoud Suipnjpul :29131LWOoYD) (suoisidap)
Aew uoispa @ uonew.oul oN| paxi oN Quawasinquia. Joy uonedijdde sywqns Jaumdenuey | JUBWIBSINGUIRY y3[esH jo Ansiully e ED[BAO|S
wnpJaosuoD)
SaupIpaly
ysiniodg 4Aq
paulodde jsued
juapuadapul
SUIAUOD U0
nwgnsal Aely
:saandsip
d13USIDS 4O ®
uolssnasip
y3nouya sanssi az10e(S)4039dWOD pue ‘Jsumdeynuew
dAjOs3. O} ‘ssanwwo)) sonnadedsy | pue 3nuQq eauy ‘spJeog 921AI9S
semIwwo) Y3|ESH [BUONEN] Y3 O3 WSYI SPJBM.IO) PUB SUONBPUSWILIODD.]
s3nuQg maN 1o [BUl S9IB|NWLIO} WNNIOSUOD) SSUIIPS| YSI0DS 9
P11V R NI ENREN sdno.3 asau9aul Jusned wouy
wnpJIosuo) POAI9DA. SUOISSIWIQNS SIIPISUOD OS[E UDIYM ‘WNIOSUOD)
SaUIIPIN| SAUIDIP3A| YS1100G 01 SIUSWILIOD SPUS JBINIDBJNUEL °G
ys1I02G SIDEIUOD JUSWWOD 0} Ja.4n1deynuew oy
Jaumdejnuel SUOIEPUSWILIODA YBIP SPUSS OS[E 991WIWOY) S3nuq MaN “}
:sjeadde parejau 0c2PINg WNRJOSUOD) SAUIDIP3JY YS1II0S Y3 0} SUOIIBPUSILIODD.
-ss920.4d Jo4 e B SB pasn 3ye.p saJedaud pue 1uodaa smalae. 9amIWWOY) sSNIQ MaN '€
spuno.d ATVO/000°0€F Jaumoenuew Aq paIlIWIGNS JUSPIAD (suonepuswiwoda.)
S113UdIdS pue —000°‘'0ZF Jo uo paseq 11odau uoneneas aJedaud ‘s3uadxa d1WoU0dd pue wnpJosuoD)
paje[eJ-ssad0.d 23ueJ Inq [ed1u> Aq paraoddns ‘(,,Wwea) JUSWISSISSE, ) Jjels [BUIDIU| T SAUIP3 YsnIods e
uo pajeadde aq punoy ‘Ploysauy WINRJOSUOT) SAUPIP3| Yshiodg punoy ae(SUOIsIIaP) puepzodg
Aew suoysRQ © uonew.oul oN paxi} oN 01 JusWasINquiaJ Joj uonedljdde sawgns Jaanidejnuel | uopeWLIOUl O 92IAJSS YI[edH [EUONEN e puepodg
le1'101°9gUOISIODP JeUl SR
OUM ‘411Ul O3 SUONEBPUSWIWODDI sHWANS JIWYVANI ‘9
uonew.Ioul [BUONIPPE JUSsAId
Aew oym ‘Jsumdejnuew $10BIU0D IWNYVAN] ‘9Anedsu J| g
UOEPUSWIWODA JUSWSSINqUIS.
s91B|NWJI0} QIWYVANI ‘S1odad yaoq wouy sduipuy 3uisn 4

153

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

J1PIEaH 211qnd

9oueJNSUl Y3[BaYy
[er2os a3 Joy aeladoadde 10N — G pue ‘s3uiaes ou pue ssau3oud
snnadesayy oN| —  ‘s3nJp Jayro o1 pasedwod 3uires — ¢
tssau3oud onnadessy — g ‘ySnouympjeauq onnadesay] — |
SSOUIAIIDDYD SAIE[D JO SILIOSIED DAl4 JO DUO OIUI PALISSE|D

(g) saspeW.IRYd °
(€) sueishyd o
(y) so1wapedy o
:Bunuasaudau

411611 (Suonepuswiwoda.)
uoIssIwwoD)
3nuQ |esopad e

Jo YO [eIapa4 punoy 3q Aew [edonnadew.eyd :UONEPUSWIWIODS.] UONEIYISSE[D B ssaquiaw SunoA §g (suoisioap)
03 pajeadde aq punoy uonew.oul saxew pue uonedijdde smalas. uoissiwwoD) 3nuQ [edspad T SSPN|DU| :UOISSILIWOD) Iy 21|qnd jo
Aew uoispa( e uonew.ojul oN oN JuswWasinquiiad Joy uonedijdde sajwgns Jaamodenuel| ‘| 3nuQq [esopa4 YO [eI9pa SSIMG e PUBISZIIMS
2616¢UOISIDOP JUSWISSINQUIIS [BUl SHBW pJeog 14adX] ‘g
‘suoneJaqap ul aedpnaed o3 pallaul 9q Aew suadxa
[BUJIDIXD (PIMBIAS. dJe dnoug) suyeuag [edrnadeWLIRY] SY3
WOy PaAIDJa. DBqPad) AUB PUE ‘SIUSWUWIOD S J9JN1dBjnueW
‘wnpueJowsw — pjay pJeog 14adx3 jo Sunssyy
54049 [BN1J’) 9INJ2.J PUE ‘SUOIIBPUSIWIODA JO SISE]
9Y2 W0} ya1ym sausawnd.e aandsip ‘osed juasadd ued 31 yaiym
26/34N0D Sunp ‘paeog ay3 yam Supessw e 3sanbau Aew Jsumoenuel ‘9
SAIRASIUIWPE Aq MBIAD 1O} J2.N3J-JNUEBW O3 WNPUBIOWSW JO
pJeay si [eadde Adoo spuss pueog siyauag [ednnadeulieyd pue [eusq °g
2J0J2q uoIsIDap . JUNpUBJOWAW,, B JO W.I0} 32 Ul SUOIEPUSWIWOID.] cors1(€)
Japisuodau je.p pue 1iodsJ uonenjeas aaedaud yeis eulsiu] sJapiroad a.ued YIesH e
Aew p.eog e MBIAR 10J s|1PUNOY) AUNo?) Joj dnous) sayyauag [ed1IN3dBUWLIBYY O) @
10 AIUO «opinS e se  uonedyjdde jo Adod spuas pJeog sajauSg [edNNBdBWLIBYY PUE [B3USQ *E soAneIUasaIda. JudnE o
spunous 261 (uoISIDOP pasn ATvO 9DUDPIAD JUSIDIYNS SUIRIUOD () sasiwouods yajeaH e cor'si (SUOISIDAP)
s[eanpado.d JusWIdsINqUIIR /000§y Inq uonedijdde ji suIW.IISP O3 UOISSILGNS MBIAS (119dXa [e33) (1) 3s13ojoorwRy ° pJeog 119dx3 pJeog
uo pajeadde aq pue Sumpiid ‘PloysaJy PUE ‘ISILUIOUOD3 YI[eaY ‘D10 DAIINDIXD) Jjels [BUIDIU| 7 :JIBYD B pUE SISqUWIDW | | siysusg [edianadeweyd
Aew uoisaq o sapn|dul) sAep 0g| paxy oN JuswasINquiaJ 1oy uonedijdde sawgns Jsanidejnuel °| sapnjou| :pJeog 11adx] pue [e3usg e USpaMmg
2e1'g01UOISIOAP Buidlid pue JusWSSINqUIIS. SHRW
pue 110da.J SM3IAS. UOISSIWWOY) SUIdId [BLIISIUIL-I3IU| § aor1z(SuoIsIOap)
240dau uonen|eas auedaud YaesH jo Ansiully Jo Yyeas [euaSIu| '€ ze/A3snpuj jo Ansiul e uolssiwwo?) uplyg
uoIssILWOD) 3uIdlig [BLIAISIUIL[-493U| O3 UOIIBWLIONI JUBAS|S. Awouodq jo Ansiull e [BLI93SIUIL-13U]
261 (uoIsIDOp ||e 9p1Ao.d 01 Jaunidejnuew s3)AUI YI[eSH JO ANSIUll T Ya[esH jo Ansiull e ‘s3onpoud YiesH pue
JUsWSSINqUIS [eonnasew.eyd :WoJy saAneluasaldal Adewieyd jo
punoy pue Suiid Mau Joj [eroudde 19vpaeW Jo 9d10U Jo 3diedad uodn ssedoud S9pN|DU| :UOISSILIWOD) [eJaua5) DJBI0IdRUIQ
uonew.ojul oN sapn|aul) sAep 0g| 21°N SUD[EW-UOISI>AP JUSWSSINGUIIDI SSIBNIUI YI[BSH JO ANSIUll *| 3updlid [e1493s1UI]y-J3U] YI[eoH jo Anasiull e uredg
91161201901 701 YOISIDOP JUSWISSINQUUIDI B S9IB|NWLIOY
pue s1iodau ay3 SMaIAR. 991IWUWIOD) IUBWISINQUIRY dY] °9
991IWWOY) JUBWSSINqUIIRY
a1 01 pap.Jemuo} aJe sdnou3 3upjIom Y10q WO.) SUONEN|BAT °§
e1ep djwouodsodew.eyd sarenjeas dnous Supjiom sededss v
(3104) Apoq Supjew
uoisap pPloysaJay3 -UOISIDOP/MBIAD
swisiueydawWw JMBIADA  SSOUDAIIIYD juswBsINquIIDA
sjeaddy 40} saulPui ] -3S02 JO 3sn) ssad0.4d Supjew-uoisidap/maiAad ul sdajg 99331WIWwI0) pazijesyuad Anunop

(panunuo)) g sjqe L

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

154

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

Dove

(panunuod)
1iodg pue
‘QUBJ[DAA ‘©JBIY3BSH JO JS3SIUIL] Y3 O3 SUOIIBPUSWIWIODD.
[eUl SPUSS pJrOg 9dUBJNSU| SJBdY3[ESH Y2Ing ‘0|
UoEpPUBWIWOD3 & Sunjep JIeyd
pJeog ay1 yum ‘paddpys aq Aew g pue 7 sdaig ‘ApAneudal)y ‘¢
samIwwo)
Jestedddy aya yaim 3NsuUOd AeWw {SUOPEPUSWILLIODD. S1BNW.IO)
PUE PaAI2da. SIUSWWOD pue 140da. [euly SSNISIP O3 399W
SJ0323.Ip JO pJeOq p.JROg 9JUBJNSU| SJBdY3[edH Y2Ing '8
JUBWWOD U0}
pJeog @durlnsu| aJedy3jeaH Y2ang Aq pauiodde sispjoyadels |@shJadxa
PUE 12JMDBJNUEBW O] JUSS OS[E S| YdIym ‘aodau [euly saAl@Ia. asuednsul A11undas
$J0123.Ip JO pJeoq pJeog 9dUBJINSU| dJedy3[esH yaang '/ [e120s pue yajeay
9oIApe [euly auedaud pue YIIM SI9qUIBW 9 e
PSAI9D9. SIUSWIWOD pue 110da. pasIAa. SSNISIP 0 $393W 4HD 9 $J0323.1p JO
JUSWIWOD .10} SISP|OYXEIS PUE Ja.N3dRNUBW pJeoq pJeog @due.ansu|
01 240da. pasiAel SpUas pJeog 9dUBJNSU| dJBdY3[edH Y2Ing 'S aJedya[eaH yoang ¢ e
SJ9P[OY3>[els I9YIO PUE J2.INIDBNUBLI WO SIUSWIWOD pue [sapnjpu|
suoneJaqiep 4HD 4o sInsad unedododul wodau asiAal el f s sy
SJap|oyad[e1s Iayao ay1 wouy
PUE JSJMIDBJNUBW YIIM SINSUOD puE 14odod SMIARL {HD '€ SI9quial unoAUOU T e
sJap|oyaels pue ‘syuadxe SOIWOU02d
[BUJSIX? YI24N3IBYNUBW YIIM 3|NSUOD Aew yels AJessadau pue sa2uaIds yajeay
PaWaap JI {(M31ASI 2uN1EISII| P2IdNPUOd Apuspuadapul ‘sauljdidsip [eapaw
|z34n0d SE ||oM SE U3JN12BJNUBW WO.l) SDUSPIAS UO paseq SnoLIeA Ul asnJadxa sz(suonepuswwosa.)

aAnesiulWpe Aq
pJeay si [eaddy e
Ajuo spunoug
|eanpadoud uo
pajeadde aq
Aew uoisaq e

\Jleannadeweyd syuswissasse 10edwi 393pnq pue ‘dlwouodsodew.eyd

juanedu; ¢ OpINS & se ‘annadessyrosewaeyd Kiewwns) syiodaa yeap
10y sAep 9 e pasn A VO SapN|aUl YdIYMm ‘uonenjead duedaud yels eudaiu| -
sjeonacew.eyd /000073 Inq yI[eaH jo Jd3slull] 03
juspedino ‘PloysaJy3 JUBWRsINqui. 10y uopedijdde swgns Jaanidenuel,
40} sAep g © paxiy ON :sjeonnasew.eyd juapedino J

+11B3EP [BUORIPPE jO

Auiqejreae Jo sauswisn(pe a14d Jo siseq aya uo

uonen|eAd-au .oy A|dde Aew Jaunidejnuew ‘uoisidap [euly

oy Buinssi 01 Jolid paw.Iojul S| J24NIDBNUBW B2 ‘UOISIDAP
aAneSau e ayew o3 sueld s dljqnd 0 YO [elapad §|
8urousJaje. 931ud [BUISIXS PUE [BUISIUI PUB UONIBZLIOYINE
19)JeW 0 539npo.d dnnadeJay] Joj Aouady ssImg Aq
JUBWISSISSE ‘UOIBPUIWILIODID S,UOISSIWWO) Sni(] [e49pa4 Uo
Paseq ‘UOISIIBP [BUl} SHBW Y3[BIH dI|qNd JO 92O [elopa4

(4HD) ®emwwo)
pJeog asuednsu|

YaIM s1aquiswl g

JO WNWIXBW Y/ ®

(4 :sopnu| sJedyafesH yoInQg e
(suoisioap)
240dg pue aJeyPAA

‘YaesH jo Ansiuil e

:pJeog 9dUBINSY|

| aJedyIjEaH Yy2anQg

o4 a1 Jo saMIwwWoD)
siven(1)

Aorweyd Away e

(1) 21pawssimg o

(1) suoue) o
(1) @duednsuj [e1og

JO YO [e4opad o

b (7) s4samdejnuel o
(g) suoneziuedio

uaned e

(1) sjendsoH e

‘€ (g) sdaJnsul yajesH

UREIEIN]
Syl

155

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Stafinski et al

spJeoq [e20]
10 SISNJ1 BDIAIDS
sy [euoleN
Bunuasaudau
10U 3JB OYM
pUE JUSWISSsSE
ay1 jo 3uluuidaq
9y 1e paynuap!
$991|Nsu0d Aq
pa3eniu oq Ajuo
Aew sjeaddy e
Ajuo spuno.g
|eanpacoud uo
pajeadde aq Aew
SUOIEPUSWIWIODA
[eul] e

s1uadxa jusned
PUE [EDIUI|D PIJBUIWIOU WO Je3Y pue 1uodaJ uonenjeas
MB3IA3. 01 SI193W 99mjwwo)) sjesiedddyy A3ojouyds] ‘9
1u0dau uonenjeas aJedaud pue ‘syuadxs pajeujwou pue
$993|NSUOD WO} PIAI9IA. UONEWL.IOMI YIM SUO|e ‘Uoissiugns
MBIADU 01 pauoIssiwwod dnoug diwapede Juspuadapul °g
(3usWSSasSE) UOISSIWIGNS SIUDIPIAS $3313|dWOD UBINIDBINUEL f
Ler's61269PING s3unssw sa1IWWOD
® SB pasn sjesreaddy A3ojouyda ] ui ued axe1 01 s1uadxa juaned Jo/pue
AVO &
/000‘0€F o1edidned o3 ((uonepuswwoda. [eadde Jo uoissiwgns e
—000°07FJO 9w J0UUBD) SJOIBIUSWILIOD PUEB SII|NSUOD l) SI9P|OY)EIS
a8ues Inq S91IAUI 9DUD|[9DX3 [BDIUI|D PUE YI|BSH 0§ 3INIMISU| [BUOHEN| ‘T
‘Ploysaayy
paxy oN

J 9JEUlWOU O] PallAul S933|NSUOI J3J4N1JEJNUBWIUON| "€

67S7199M 6¢
Aprewixoadde
[esreadde MB3IAR. 10} A3ojouydal s109as [aued uondajas saido] |
A3ojouydaa sj3ulg [esteadde A3ojouyda sj3uig
€61°L11'9 _,mv,_m._NCO_w_UOn
Jeuly sadew 110dg pue ‘DUBJOAA ‘Ya[BdH JO JR3SIUIL G
3517 8nug aAIsuadxg ayy o1
pappe Ajjeuoisiroad aq pjnoys [eonnaseweyd Jayzaym
UO UONEBPUSWWODS. S91B|NWLIO) A1LIOyINy 3JedijedH yaing 4
Aloyany aJedyaesH Y2 Sy3 03 SUOHEBPUIWLIODID.
pue 110da. [euly SPUSS pJeog SdUBJNSU| SJBdYI[BSH Y2In E
(oA0qe paquidsap
1Y) O} JB|IWIS $5920.d) SUOIIBPUSIWIODD. SIIBNWLIO)
pue ‘@anoe.d Ajiep ur uonew.ojul djwouodaodew.reyd
3unoajjod Joj ueld pue 9oedwi 398png paidaloud
‘anjeA onnadeJayl Uo SJUSPIAS SapN|UI YoIym Aaodau
uonen|eAd saJedaud paeog adueansu| aJedyieaH yaang g
sjespnasew.eyd juanedul
1502 Y31y Joj (Suipuny [euonippe jo w.oj sy ur) uonedljdde
JusWasINqIaJ Jwgns Aew uoneziueSiQ ddurINsU| I
42In(g PUE ‘UONEIDOSSY SIS

53dg [edIp3|y ‘UONEIDOSSY

sjeaidsoH yoanQg ‘sjeardsop AsJaAluN JO UONEBISPA4 YaanQg °|
:sjeonnasew.reyd ausnedur 31s02-y3iy Jo4

JUBWIASINQUIIRJ [BUORIPUOD) — T Xduuy

pue ‘onjeA pappe dinadesay| —g| xauuy

‘anfeA JuajeAinbs onnadessy) — | xauuy

:s31108218d 93443 JO duUO oul [ednnadewreyd syl Suikjisse|d
SSPN[2UI YDIYM ‘UOISIIDP JUSWSINGUIIS. [BUY SSHBW JSIUIL “| |

S4aamoejnuel| e
suopyezjuedio
JaJed pue juaped

wo.y seAleIuasaIday o
92IAIDS YI|BoH
[euoneN ul

sJapiroad aued YieaH e
(s3siwouodd

ya[eay ‘83) SOIWSpEIY e

:sapnpau|

,(suonepuswiwoda.)

s91IWwWo)
sjesreaddy A3ojouyda] e

(suoisioap)

ERIEI[ERNE|

ID pue yiesH
10} 21MIsu| [eUOnEN e

[edl wop3ury|

peaun

swisiueydaw
sjeaddy

uoisap Ploysaayy
SSOUDAINIRYS

-Js0 Jo 3sn)

|MOIADA

40} saulPwI | ssa204d Supjew-uoisidap/mailAad ul sdajg

99331WwW0)

(3104) Apoq Supjew
-UOISID9P/M3IAD
jusWAsANquIIRJ

pazijesuad Anunon

(panunuo)) g ajqe L

ClinicoEconomics and Outcomes Research 201 1:3

submit your manuscript

156

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Reimbursement of European health technologies

56/ P2IBIIUI
ssad0.4d malaal
juapuadapu|
:sandsip
S1IUsIdS o4
yers

Jojuas pue Jreyd

dnoun) A3s1eang
SBUIDIP3|N SI|BAA
IV pim
95BD SISSNISIP
oym ‘diysauiiey
SIUIPIIA YSIPAA
01 paniwgns
sjeaddy
:sjeadde pajejau
-ss9d04d Jo4 e
spuno.sg
S1J13USIS pue
palejad-ssadoud
uo pajeadde aq
Aew suoisaq e

«cP4%0q
ERIIEIERE|

[ea1ul5 pue
Ya|esH oy
91MINsu| [eUOIEN
Aq paiujodde
|oued sjeaddy Aq
pJeay si [eaddy e

oz15zdN0JD) SBUIDIPL MaN] Wwo.y [esieadde
[BUl} UO PasEq ‘UOISIDAP IUDWISINGIID SIHBW IISIUIL] "0
|esreadde euly ul papnaut st yaiym
‘UOIEPUSWIWIODA. [Ul} S9IB|NWLIO} dNO.L) SAUIDIP3|Y MIN| ‘6
asuodsauJ s,494N1dBNUBW PUE ‘SUCIEPUSIWIODD.
“40dau [eul J9AO 91BJSqIIDP 01 $199W dnouL) SBUIIPAL| MIN '8
91I1sgam uo paasod
PUE Ja.un1deNUBW O] JUSS SI YdIym ‘(jesieadde Aueurwipad
‘3l) suolEpUSWIWOD3 JeJp pue Jiodau [euly suedaud yeig <y
SUOIEPUSWIWIODA. JYEIp 1BNWL.IO) pue
POAI923J SIUSWWOD pue 110daJ UONEN|BAD MIIASI O) SI93W
dnoun) saumipaly maN dnou) A3a1e.01g SBUIDIPALY SO[BAA |IV "9
JUBWWIOD 40} Ja4n1deynuew o3 Juas Lioday

[

UO[BW.IOJUI JUBAS[. [BUOIIPPE PUE ‘g WO ‘Y
w104 sapnpaul yoiym ‘wuodaa uonenjeas adedaud yeis [eulaiu|
sjuswialels
UaNIJIM Jwgns 03 suoneziueso juaned pue siiadxa jedud
s2IAUl pue salyuapl dnouo) A391e.435 SAUIPS SABAA IV '€

2PN & se g wJo4,, 3wgns

pasn ATvO Isnw JaJamdejnuew ‘saf ji ‘esieadde [jny sauinbaa uoneosydde
/000°07F Jayaym sauiwi3ap dnoun) 4893435 SaUIIPI| SS[BAA IV T

punoy ‘Ploysa.ay3 dno.c) 43918415 SBUIDIPS)Y SO[BAA |1V ©2 (Y Wlod,)
uonew.oul oN paxiy oN JUsW.asInquia. Joy uonedijdde sywqns Jsn1dgjNuR) *|

ECTLEETT
99n1wwoy) sjesiedddy ASojouysa] spusne dnous dlwepede
juapuadapu] (g {(424n1dsnUBW Y3 UBYI JYIEBI) JUDWISSISSE

s1onpuod dno.g siwapede auapuadapu) (g ‘paJinbau si
Jo2030.4d malAa. dojaasp 03 ssadoud Suidods ew.iod (|
1dedxa ssadoud |esreadde A8ojouydal 9j8uls se sweg
|esieadde ASojouydaa sjdnjnpy
s61'%61'67UOISIIOP

JUBWIBSINGWIBJ [BUL SIXEBW DAIINIIXT SDUEPIND °| |
SAIIND9XJ 9JUBPING) 01 SUONEBPUSWIODD.]

[euly s3wgns 99m1wwWoY) sjesieaddy ASojouyda] Q|
(uoneuiwamep [esreddde
[BUlJ) SUONEBPUSWILIODD. [BUI) 9IB|NWLIOJ PUB SIUSWIWOD

J9pISUOd 01 s199W MWW sjesiedddy A3ojouyda] ‘¢
JUSWWOD 10} SISP|OYdEIS

01 9|qE|lEAR SPEW JUSWNJOp UoNENsuod [esieiddy g
JUSWINJOP UONEINSUOD
jesreadde ui pajuasaud aJe YdIym ‘SUCHEPUSWIWIODI

2JeJp S9IB|NWLIO) 991IWWOY) s[esiedddy ASojouyda] 7/

gZUOnEIDOSSE Ansnpul
Jeonnasew.eyd
wouJy sAneIuasaIday e
aAneIURSaIdal Juaned e
asunp| e
ISILOUODD Y3eaH e
sisi3ojodewiey e
SISDBWLIRYJ @
suenisAyd o
:sapnau|

oz (SUOnEPUSWIWODD.)

dnoun) saumipaly

maN| dnoug A8seng
SOUIDIP3IN SOIBAA IV @

(suorsidap)

S3DIAJISS [B1D0G pue

Y3esH oy Ansiull e SO[BAA

157

submit your manuscript

ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Stafinski et al Dove

Table 6 Comparison of key factors considered during committee deliberations

Country Centralized Clinical need Clinical benefit/value*
reimbursement Disease burden  Availability Place of Safety
review/decision- (severity and of alternatives  technology in (risk-benefit
making body number of care pathway/  ratio; harm-

(role) patients) strategy benefit ratio)

Austria e Association of Austrian Yes*® Yes® Not Not specified

Social Security specified

Institutions (decisions)®
© Pharmaceutical Evaluation
Board (recommendations)®

Belgium o Ministry of Health and Social Yes'"7 Yes? Not Yes®
Affairs (decisions) specified
© Drug Reimbursement Committee
(recommendations)®¢
Czech o State Institute for Drug Yes® Yes® Not Yes®
Republic Control (decisions)®'7¢ specified
Denmark e Danish Medicines Agency Not Not Not Yes?'4®
(decisions)8¢%!2! specified specified specified

e Reimbursement Committee
(recommendations)®®'?!

Estonia e Ministry of Social Affairs Yes® Yes® Not Not
(decisions)” specified specified
® Pharmaceuticals Committee
(recommendations)’
Finland e Pharmaceuticals Pricing Yes'® Yes'®! Not Not
Board (decisions)’*7¢77 specified specified

© Pharmaceuticals Pricing
Board Expert Group
(recommendations)’

France e Ministry for Health and Social Yes® Yes® Yes® Yes®
Security (decisions)*7®
e French National Authority for
Health (recommendations)’®
Germany o Federal Joint Yes'? Yes'? Not Yes'?
Committee (decisions)* specified
o Institute for Quality and
Efficiency in Health Care
(recommendations)'®%
Greece e Transparency Committee in the Yes'® Yes!'® Not Yes'
Reimbursement and Medicinal specified
Products (makes decisions)®

Hungary  Ministers of Health and Finance Yes'® Yes® Not Not
o National Health Insurance specified specified
Fund Administration
(recommendations)®
Ireland o Health Service Executive Yes!z163 Yes!2165 Not Not
(decisions)®">!47 specified specified
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Cost-benefit Impact on health  Innovativeness  Other
Efficacy/ Side Acceptability ~ ratio (cost- resources/
effectiveness  effects (tolerance, effectiveness; affordability
convenience) efficiency; “value (budget impact)
for money”)t
Yes® Not Not Yes (“pharmaco- Yes* Yes*® e Price in other European
specified  specified economic Union countries®®
evidence”)®
Yes (across Yes® Yes'"? Yes'"? Yes'"? Yes® o Feasibility of
patient implementation'""”
subgroups)’ ® Market price'"!”
e Social needs'"'7*!
Yes® Not Yest® Yes® Yes® Not o Clinical practice
specified specified guidelines'*®
o Public interest®®
Yes (across Yes?!8 Not Yes28 Not Not ® Reasonableness of price
patient specified specified specified relative to therapeutic
subgroups)?'® value?'®
Yes® Not Not Yes® Yes® Not o “Cost efficiency”s'*
specified  specified specified
Yes (across Not Not Yes'®! Yes'® Not ® Research and
patient specified  specified specified development®
subgroups)'®! e Level of uncertainty in
supporting evidence'®'
e Price in other European
Union countries'®
® Market forecast and share”
® Daily cost of treatment
per day’
Yes® Yes® Yes® Not Yes® Yes® o Public health impact'¢*
specified e Costs relative to
current treatment'”
Yes'? Not Not Yes#? Yes''? Yes'?
specified  specified
Yes'® Not Not Yes (“pharmaco- Not Not e Daily cost of
specified  specified economic specified specified treatment'®
effectiveness™)'® ® Reimbursement status
in other European
Union countries'®
Yes® Not Not Yes!'® Yes® Not o Equity?
specified specified specified
YeS|25.|6S Not Not YeSIZS.I65 Ye5|15,|65 YeS|25,|65 ° Level Of uncertainty in
specified  specified supporting evidence'?

e Wider societal costs

and benefits'®®

(Continued)
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Table 6 (Continued)

Country Centralized Clinical need Clinical benefit/value*
reimbursement Disease burden  Availability Place of Safety
review/decision- (severity and of alternatives  technology in (risk=benefit
making body number of care pathway/  ratio; harm-
(role) patients) strategy benefit ratio)

Italy o Italian Medicines Agency Technical ~ Yes?” Yes? Not Yes?

Scientific Committee (decisions)®* specified

o |talian Medicines Agency Pricing
and Reimbursement Committee
(recommendations)®

Norway o Norwegian Medicines Agency Yes™ Not Not Yes'¥

(decisions)®™ specified specified

© Department of
Pharmacoeconomics
(recommendations)®

Poland o Ministry of Health (decisions)* Yes® Not Not Yes®

specified specified

Portugal o Ministry of Health (decisions) Yes* Yes* Not Yes*
¢ INFARMED specified

(recommendations)®*
Scotland o National Health Service Yes!'** Yes® Not Yes!'**
Scotland (decisions)*® specified
o Scottish Medicines Consortium
(recommendations)
Slovakia e Ministry of Health (decisions) Yes'% Yes® Not Yes'%
® Reimbursement Committee specified
for Medicinal Products
(recommendations) %9712
Spain o Ministry of Health Directorate Yes'3? Yes'?? Not Yes'?
General of Pharmacy and Health specified
Products; Inter-Ministerial Pricing
Commission (decisions)?"!%®
Sweden o Dental and Pharmaceutical Yes?! Yes'? Not Yes?!
Benefits Board Expert Board specified
(decisions)'®'0%!10
Switzerland o Swiss Federal Office of Public Not Not Not Not specified
Health (decisions) specified specified specified
o Federal Drug Commission
(recommendations)''3!'*
160 submit your manuscript ClinicoEconomics and Outcomes Research 201 1:3

Dove


www.dovepress.com
www.dovepress.com
www.dovepress.com

Dove

Reimbursement of European health technologies

Side
effects

Efficacy/
effectiveness

Acceptability
(tolerance,
convenience)

Cost-benefit
ratio (cost-
effectiveness;
efficiency; “value
for money”)f

Impact on health
resources/
affordability
(budget impact)

Innovativeness

Other

Yes (across Not
patient specified
subgroups)?

Yes (across Not
patient specified
subgroups)*

Yes® Not
specified

Yes Not
specified

Yes'* Not
specified

Yesloé YesI06

Yes (across Not
patient specified
subgroups)'®?

Yes (across Not
patient specified
subgroups)'>?

Yes'® Not
specified

Yes?

Not
specified

Not
specified
Not
specified

Not
specified

Yesloé

Not
specified

Not
specified

Not
specified

Yes?

Yes*

Yes®

Yes®

YeSIO4

Ye584, 105

Not specified

Yes?'

Yes (“value for
money”)'%

Yes?

Yes**

Yes®

Not
specified

Yes'™

Yes84, 106

Yes'32

No?!

Not specified

Yes?®

Not
specified

Not
specified
Not
specified

Yes®

Not
specified

Yes'08

Not
specified

Yeslos

e Daily cost of
treatment?

e “Special medical

needs”%

e Price in other European
Union countries*®

e Market forecast and share”®

e Equity®

e “Solidarity”*

e “Rationality’*

e Equity®

e “Universality

o “Accessibility”

e Whether pharmaceutical
reverses rather than
stabilizes condition
or bridges a gap to
curative therapy'®

e Level of uncertainty in
supporting evidence®

e Wider societal costs
and benefits®

e Price of other
pharmaceuticals within

reference category'®

e “Social utility”'®?

e Rationalization of
public expenditures
on pharmaceuticals'®

e Specific needs of certain
groups of people'®?

® Research and
development!'®

e Price in other European
Union countries'??

o Market forecast'®

e Equity®

e “Reasonableness of
cost from medical,
humanitarian, and
socio-economic
perspective”

e Solidarity?'

e Research and

development'®

(Continued)
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Table 6 (Continued)

Country Centralized Clinical need Clinical benefit/value*
reimbursement Disease burden  Awvailability Place of Safety
review/decision- (severity and of alternatives  technology in (risk-benefit
making body number of care pathway/  ratio; harm—
(role) patients) strategy benefit ratio)

The Netherlands o Ministry of Health, Yes® Yes?! Not Yes®

Welfare and Sport (decisions) specified
® Dutch Healthcare Insurance
Board Committee of the
Dutch Healthcare Insurance
Board (recommendations)®'
United Kingdom o National Institute for Health and ~ Yes?? Yes?? Yes?? Yes??
Clinical Excellence (decisions)
e Technology Appraisals
Committee (recommendations)’
Wales e Ministry for Health and Social Yes?® Not Not Not
Services (decisions) specified specified specified

o All Wales Medicines Strategy
Group (recommendations)'?

they include at least safety (risk—benefit ratio) and efficacy/
effectiveness, on the basis of which an overall estimate of
the ratio of the benefits to harms of a candidate technology
is estimated (Table 6). While a further goal shared by most
review committees is to formulate an opinion on whether
the candidate technology represents “value for money” or
an efficient use of resources, their approach to accomplish-
ing this differs. Approximately one-third are guided by, but
not compelled to adhere to, a predefined incremental cost-
effectiveness threshold or threshold range.?*% Typically, if the
incremental cost-effectiveness for a candidate technology lies
below the threshold, it is deemed cost-effective or good value
for money. If it lies above the threshold, additional factors
are taken into account when judging acceptability (eg, uncer-

tainties in estimates of outcomes, the severity of condition,
and wider societal benefits).**! Across systems whose
committees do not refer to an incremental cost-effectiveness
threshold, approaches to operationalizing “value or money”
appear vague, with information largely limited to statements
such as “reasonableness of cost relative to therapeutic value”
(Table 6).3? Similarly, although all but one of the systems
(Sweden?") list “affordability” or “impact of the candidate
technology on health system resources” among factors/cri-
teria considered by their respective review committees, no
information describing processes for deciding whether or not
a technology is affordable could be found.

Equity or ethical implications comprise decision-making
factors/criteria (explicitly or implicitly) in one-third of
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Cost-benefit
ratio (cost-
effectiveness;

Efficacy/
effectiveness

Side
effects

Acceptability
(tolerance,

X . L«
convenience) efficiency; “value

for money”)t

Impact on health  Innovativeness = Other
resources/
affordability

(budget impact)

YeSBS,I 17 YeSBS YeSBS YeSBS,I 17

Not
specified

Not
specified

Yes (across Yes??
patient

subgroups)®®

Not
specified

Not
specified

Yes (across Yes?®
patient

subgroups)®

Yes¥ZI,ZOI YeSBS

o Rarity

o Feasibility of
implementation'"’

o Accessibility

e Level of uncertainty in
supporting evidence''®

e Individual versus
collective
responsibility?'

e Public health impact®
Yes35.|97

Not specified e Level of uncertainty in

supporting evidence'?®
® Whether technology
represents life-extending,
end of life treatment®”
e Wider societal costs and
benefits'?
o Public health impact®'?”
e Alignment with broad
government priorities®?
o ICERs of already funded
programmes'®'s7
Yes®

Yes'™ e Level of uncertainty in

supporting evidence'”*

e Wider societal costs and
benefits?®

e Alignment with broad
government priorities?®

o |CERs of funded

programmes?®

Notes: *In a well-defined population; fprice proportionate to effect; Scost efficiency takes into account costs of treatment per patient, as well as costs of compensatory
allowance due to lost income and costs of restoring patients’ capacity to work; *efficiency of resource use within a single therapeutic area relative to existing interventions;

¥*not a formal criterion.

systems. For example, Sweden’s Dental and Pharmaceutical
Benefits Board stipulates two principles that decisions must
reflect, ie, the “need and solidarity principle” (patients in
the greatest need or “worse off ” must be given priority) and
the “human value principle” (sociodemographic character-
istics of patient populations cannot influence decisions).?!*
Along with “solidarity,” the Norwegian Medicines Agency
explicitly takes into account “equity,” as do review com-
mittees in Hungary and Poland.?3**3¢ However, the way
in which this is accomplished during deliberations is not
clear. Committees using an incremental cost-effectiveness
threshold to guide decisions implicitly incorporate equity
by virtue of the assumptions underpinning the incremental
cost-effectiveness calculation (ie, each quality-adjusted

life-year [QALY] carries the same weight, regardless of the
characteristics of the patients receiving it (eg, age, gender,
social status, income). Consideration of additional, often
competing ethical principles by these committees is opera-
tionalized through “exception” conditions under which the
normal “efficiency” expectations do not need to be met (eg,
“last chance” therapies, orphan technologies, life-extending,
end-of-life treatments).’” Under such conditions, not all
QALYs are deemed equal. Rather, a form of “solidarity”
premium is applied, where, for example, QALYs gained in
the later stages of disease are given greater weight. While
there is little disagreement over the importance of instituting
“exception” conditions as a means of ensuring that reimburse-
ment decisions embody the broader values of the population,
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Table 7 Comparison of conditional reimbursement policy options for managing decision uncertainties

Country Centralized reimbursement Policy options for addressing decision-making uncertainties
review/decision-making body Reassessment Value-based pricing/
(role) reimbursement
Austria o Association of Austrian Social ® Yes No%*

Security Institutions (decisions)®
e Pharmaceutical Evaluation Board
(recommendations)®

Belgium © Minister of Social Affairs (decisions)
e Drug Reimbursement Committee
(recommendations)’

Czech o State Institute for Drug Control
Republic (decisions)®
Denmark e Danish Medicines Agency

(decisions)t86%:12!
e Reimbursement Committee
(recommendations)®®'2!

Estonia ® Ministry of Social Affairs
(decisions)”
© Pharmaceuticals Committee
(recommendations)”

Finland ® Pharmaceuticals Pricing Board
(decisions)’747¢
e Pharmaceuticals Pricing Board
Expert Group (recommendations)”
France © Ministry for Health and Social
Security (decisions)?*7®
e French National Authority
for Health (recommendations)’

o Association of Austrian Social Security
Institutions may remove pharmaceutical
from benefit list in the wake of new clinical
or economic evidence

Manufacturer may suggest delisting
pharmaceutical®'
Yes — automatic reassessment

of pharmaceuticals offering added
therapeutic value 1.5 to 3 years after
inclusion on benefit list

Minister of Social Affairs or manufacturer

may suggest delisting a pharmaceutical*'*?

without evidence of effectiveness and
“efficiency”

Granted provisional reimbursement
for | year, after which pharmaceutical
is reassessed®®

Pharmaceuticals reassessed as part of
therapeutic class reviews every 5 years

Pharmaceutical may be scheduled for

a separate reassessment when initial
reimbursement decision is made

if Reimbursement Committee considers
it necessary to collect additional
information about the use of the
pharmaceutical in clinical practice before
making a definitive decision®

No information found

e Yes — for all pharmaceuticals
o Automatic reassessment every 3 to 5 years
after inclusion on benefit list'822%

For pharmaceuticals

e Yes — for all pharmaceuticals

e Automatic reassessment every 5 years after
inclusion on benefit list®

For medical devices

e Yes — for devices

e Automatic reassessment within 5 years of
inclusion on benefit list?*!¢2

Yes — for “highly innovative” pharmaceuticals

No information found

Manufacturer may request a
surcharge of up to 30% over
the basic reimbursement
level if evidence

suggests pharmaceutical
demonstrates “superior”
therapeutic benefits®

No information found

No information found

No information found

No information found
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Reimbursement as part
of a formal study

Risk-sharing schemes/
payment by results

Other

No information found

No information found

No information found

No information found

No information found

No information found

e May provide provisional coverage

for a set period during which

“real-world” effectiveness

and/or economic implications must

be assessed through a study:

— To be carried out:
1) By skilled teams in a limited number

of selected centers

2) Under well-defined conditions of use
3) Using a protocol approved by French

No information found

Financially or clinically based:

e For pharmaceuticals offering added
therapeutic value for which the Drug
Reimbursement Committee
formulated a negative reimbursement
recommendation®

Financially based:

e Price-volume agreements — “Provision
Fund” established — Advances paid by
manufacturers are used to cover 75%
of overrun®!

No information found

Clinically based:
e Example: “No cure no pay” scheme for
valsartan for high blood pressure
¢ Individual level schemes
— Patient may apply for reimbursement
on an individual basis, which requires
evidence of treatment effect for
continued reimbursement*

— Typically for patients who have
exhausted all other options

— Period of reimbursement varies®®

Financially based:

e For all new pharmaceuticals —
price-volume agreements mandatory
for | year following reimbursement
decision*'

No information found

For pharmaceuticals
Financially based:
e Price-volume agreements

— Manufacturer must “pay back” the cost

of sales exceeding those forecasted
for the first 4 years 24
— Pharmaceuticals exempt from such

schemes for various periods depending
on their “improvement in medical benefit”

No information found

e Creation of Special Solidarity Fund
— Grants, on an individual basis,
reimbursement of pharmaceuticals for
rare diseases or rare indications
unavailable in Belgium
— Only granted if patient meets certain
criteria and has exhausted all other
treatment options
— Must be prescribed by relevant specialist
— Reimbursement decisions made by
College of Medical Doctors Directors®
No information found

No information found

No information found

No information found

For pharmaceuticals for serious or rare
diseases
® May be granted temporary access in
a hospital setting for | year'¢
For “innovative” medical devices
e May establish “innovation point of contact”

and an internal multidisciplinary network'¢?

(Continued)
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Table 7 (Continued)

Country Centralized reimbursement
review/decision-making body
(role)

Policy options for addressing decision-making uncertainties

Reassessment Value-based pricing/
reimbursement

Germany e Federal Joint Committee
(decisions)"?
o Institute for Quality and Efficiency

in Health Care (recommendations)'?

Greece ® Transparency Committee in the
Reimbursement and Medicinal
Products (makes decisions)®
Hungary e Ministers of Health and Finance
e National Health Insurance
Fund Administration
(recommendations)®&®

Ireland e Products Committee of Corporate
Pharmaceuticals Unit of Health
Service Executive (decisions)?'?2

Italy o talian Medicines Agency Technical
Scientific Committee (decisions)®

o |talian Medicines Agency Pricing

and Reimbursement Committee
(recommendations)®

No information found No information found

No information found No information found

No information found No information found

No automatic/routine reassessment, with No information found
the exception of pharmaceuticals reimbursed

under condition that additional studies would

be conducted®
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Reimbursement as part
of a formal study

Risk-sharing schemes/
payment by results

Other

National Authority for Health
Transparency Committee
o Applies to pharmaceuticals that:

1) Target a large population;

2) May be prescribed outside their
labeled indications; or

3) May have a significant impact on health
care organizations'¢%

e Also applies to medical devices —
French National Authority for Health
specifies study protocol®

For medical devices and procedures

e May provide provisional coverage for
a set period during which
“real-world” effectiveness
and/or economic implications must

be assessed through a study?*

No information found

No information found

No information found

For pharmaceuticals classified as

“potentially innovative”

® May require manufacturer to conduct
additional studies within 3 years

® Pharmaceuticals for patients enrolled
in the studies must be covered by the
manufacturer®

e Have established ongoing registries
to monitor prescribing and assess
“therapeutic value” in practice
(real-world settings) in order to inform
future management and reimbursed
pricing decisions (eg, cetuximab,
lenalidomide, ibritumomab, tiuxetan,
palifermin, temporfin, and trastuzumab)*'

(ie, improvement in medical benefit) level:

“improvement in medical benefit” | — 36 months;
“improvement in medical benefit” Il — 24 months;
“improvement in medical benefit” Ill — 24 months

at 50%; and “improvement in medical benefit”

IV — 24 months at 25%

—Also applies to “orphan drugs” (eg, eculizumab
for paroxysmal nocturnal hemoglobinuria and
galsulfase for mucopolysaccharidosis type VI)*

For pharmaceuticals

Financially based:

® Price-volume agreements

— “target agreements”: if prescription

volume target is exceeded by 25%,
manufacturers must “pay back” sickness
funds (eg, insulin analogs, olanzapine,
risperidone, clopidogrel, zolendronate,
mycophenolic acid, everolimus, and
cyclosporine)*

No information found

Financially based:
® Price-volume agreements
— 12% of reimbursed sales must be paid
to the Ministry by the manufacturer
— If Ministry spending on pharmaceutical
exceeds agreed-to budget, the
manufacturer must refund the Ministry
an additional amount based on a
predefined formula*'
No information found

Clinically based:

e Pharmaceutical initially reimbursed by
National Health Service at 50% or 100%
for a fixed number of treatment cycles,
after which it is only reimbursed for
patients achieving predefined clinical
response; manufacturer may be required
to refund the cost of pharmaceutical
in non-responding patients (eg, sunitinib,
sorafenib, dasatinib, and nilotinib)

® Registries used to track outcomes
included in scheme?

e Manufacturer initially provides
pharmaceutical at no cost for a fixed
period, after which National Health
Service pays for pharmaceutical in
patients achieving predefined clinical
response (eg, donepezil)*!

e No reimbursement limit for potentially
effective technologies used to manage
life-threatening technologies for which
there are no alternatives®

No information found

No information found

No information found

e Individual reimbursement
— Patients may be granted individual
reimbursement of pharmaceuticals not
on the benefit list if:
1) No alternative exists
2) Requested pharmaceutical is available
in other European Union states
3) Clinical trials are underway
4) Pharmaceutical is already reimbursed
for a different indication?2%
e Establishment of “innovative medicines
fund”
— Commits 20% of available resources
to reimbursement of “innovative”
pharmaceuticals, ranked from most to
least innovative using the following criteria:
1) Treats serious conditions that are
lifethreatening or cause hospitalization
or permanent disability

(Continued)
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Table 7 (Continued)

Country Centralized reimbursement Policy options for addressing decision-making uncertainties
review/decision-making body Reassessment Value-based pricing/
(role) reimbursement
Norway * Norwegian Medicines Agency e Pharmaceuticals may be reassessed as part No information found
(recommendations/decisions)***® of ongoing therapeutic class reviews*
® Ministry of Health and Care Services
(recommendations/decisions)
e Department of Pharmacoeconomics
(recommendations)®
Poland ® Ministry of Health (decisions)” No information found No information found
e Drug Management Team
(recommendations)®
Portugal © Ministry of Health (decisions) No information found No information found
o INFARMED (recommendations)*'°'
Scotland o National Health Service Scotland e Yes — for all pharmaceuticals No information found
(decisions)® e Automatic reassessment, but review period
e Scottish Medicines Consortium varies with the pharmaceutical; depends
(recommendations) upon when additional evidence is expected
to be available'?®
Slovakia © Ministry of Health (decisions) No information found No information found
® Reimbursement Committee
for Medicinal Products
(recommendations) %1%
Spain © Ministry of Health Directorate No information found No information found
General of Pharmacy and Health
Products; Inter-Ministerial Pricing
Commission (decisions)?''%
Sweden e Dental and Pharmaceutical e Yes — for all pharmaceuticals e Reimbursement price
Benefits Board Expert Board e Automatic reassessment, but review period may be adjusted to reflect
(decisions)'>206-209 varies with the pharmaceutical; depends actual costs and benefits
upon when additional evidence is expected once such information
to be available®"'* becomes available
® Pharmaceuticals may also be reassessed as (eg, continuous
part of ongoing therapeutic class reviews®"'* intraduodenal infusion
of levodopa/carbidopa
for advanced Parkinson’s
disease)?®’
Switzerland o Swiss Federal Office of Public No information found e “Innovation premium”

Health (decisions)
o Federal Drug Commission
(recommendations)'1!*

— Granted to innovative
pharmaceuticals
(ie, therapeutic
breakthrough products)
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Reimbursement as part Risk-sharing schemes/ Other
of a formal study payment by results
Financially based: 2) Used for risk factors for serious
e Expenditure cap conditions
— Cost per patient per year 3) Used for nonserious conditions?'®
cannot exceed a certain amount — If fund is overspent, manufacturers
(eg, bevacizumab)*! participate in refunding the system

proportional to market share®
No information found No information found e Individual reimbursement

— For patients who have exhausted all
reimbursed alternatives and/or have
serious or rare conditions

— May be requested by specialists only

— Reimbursement decision made by
Norwegian Labour and Welfare
Organization

— Pharmaceutical does not need to have
obtained market approval®*

No information found No information found No information found

No information found Financially based: No information found
e Price-volume agreements

— Growth rate in pharmaceutical
expenditures fixed per year; if
exceeded, manufacturers must
refund the system up to 69.6%
of the coverage up to a predetermined
amount, eg, €35 million (2006)*

No information found No information found No information found
No information found No information found No information found
No information found No information found No information found
° May require submission of evidence No information found No information found

from studies collecting “real-world” data
on clinical, economic, and quality of life

outcomes?®2%?
No information found No information found No information found
(Continued)
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Table 7 (Continued)

Country Centralized reimbursement Policy options for addressing decision-making uncertainties
review/decision-making body Reassessment Value-based pricing/
(role) reimbursement
— Surcharge of =20% of
external reference price is
added for a maximum of
I 5 yearsl 13,114,205
The © Ministry of Health, Welfare e Yes — for all pharmaceuticals No information found
Netherlands and Sport (decisions) e Automatic reassessment — time period not

e Dutch Healthcare Insurance
Board Committee of the Dutch
Healthcare Insurance Board
(recommendations)?!

United o National Institute for Health
Kingdom and Clinical Excellence (decisions)
e Technology Appraisals Committee
(recommendations)’

speciﬁedBI,ZIO,Zl I

e Yes — for all technologies

o Automatic reassessment, but review period
varies with the pharmaceutical; depends
upon when additional evidence is expected
to be available'*?*!%7

® Proposed “flexible pricing”
scheme:
— Manufacturers can
adjust the price of
a pharmaceutical in
response to emerging
additional evidence
on actual benefit or
approval of a new
indication which alters
the value that the
pharmaceutical offers to
patients
National Institute for
Health and Clinical
Excellence assesses

whether new price and
evidence represents
“value for money” and
may veto a new price on
an existing indication*“®
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Reimbursement as part
of a formal study

Risk-sharing schemes/ Other
payment by results

New inpatient pharmaceuticals with No information found No information found

projected costs >5% of hospital budget

e Granted provisional reimbursement
for 3 years, during which studies
collecting “real-world” data on
cost-effectiveness must be conducted'"?
High-cost pharmaceuticals for rare
conditions

Granted provisional reimbursement
for use in an academic hospital for
4 years, during which manufacturer
must sponsor studies collecting
“real-world” data on cost
effectiveness and budget impact''®

“Innovation pass”

— Selected “innovative” technologies
are made available for 3 years, during
which studies to collect data needed
to inform standard National Institute
for Health and Clinical Excellence
processes are conducted®®

For pharmaceuticals
“Patient access schemes”*?

Financially based:

Manufacturer proposes discounts
or rebates to reduce the cost of
a pharmaceutical to the National Health
Service, thus improving its
cost-effectiveness
— Manufacturer must obtain approval
for such a scheme from the Department
of Health prior to National Institute
for Health and Clinical Excellence
review29,2|272|4
Expenditure cap
— Cost per patient per year cannot
exceed a certain amount
(eg, ustekinumab and erlotinib)*
Clinically based:
Manufacturer covers the cost of initial
fixed number of cycle(s) of treatment,
after which National Health Service pays
for patients achieving predefined clinical
response (eg, sunitinib)*
National Health Service covers the
cost of initial fixed number of cycles of
treatment, after which manufacturer
refunds the cost of treatment in patients
failing to achieve predefined clinical
response (eg, bortezomib)*®
National Health Service covers the cost
of the pharmaceutical for a fixed period,
after which the price is reduced or
refunds are issued to achieve predefined
ICER (eg, interferon f3, glatiramer
acetate, and azathioprine)*

o End-of-life medicines guidance

— Pharmaceuticals used to extend life by
at least 3 months for patients with
less than 24 months to live may be
reimbursed, even if ICER exceeds
threshold range®’

e Pharmaceuticals for rare conditions

guidance

— May be reimbursed when ICER exceeds
threshold range if:

— Target conditions in which incidence
<7000 patients/year in the UK

— There is sufficient evidence
demonstrating that pharmaceutical
offers substantial average increase in life

expectancy over alternatives®®

(Continued)
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Table 7 (Continued)

Country Centralized reimbursement Policy options for addressing decision-making uncertainties
review/decision-making body Reassessment Value-based pricing/
(role) reimbursement

Wales e Ministry for Health and Social e Yes — for all pharmaceuticals No information found

Services (decisions)

o All Wales Medicines Strategy Group
New Medicines Group
(recommendations)'?

e Automatic reassessment, but review
period varies with the pharmaceutical;
depends upon when additional evidence
is expected to be available'”*

considerable debate around definitions/qualifiers (eg, what
constitutes “last chance”? or by what period of time must
a technology lengthen survival in order to be regarded as
“life-extending”?) remains. Finally, the following factors are
simply listed as criteria/factors by a small proportion of com-
mittees: alignment with government priorities; feasibility;
and/or risk of off-label use of the technology (Table 6).

In general, systems aim to complete single technology
reviews within 180 days of submission/identification of
candidate technology, the time period prescribed by the
European Union Transparency Directive. Based on tracking
data, the actual time required appears to depend primarily on
whether the assessment report accompanies a reimbursement
application (eg, Belgium) or is undertaken (internally or
externally) by the system once a technology is identified for
review (eg, the UK, Table 5). In the latter case, review times
can be 90 days or less (eg, Denmark and France).?*

The majority of systems have established mechanisms
for appealing recommendations or decisions. Briefly, there
are two main types of disputes, ie, those related to process
and those amounting to disagreements over the interpreta-
tion of the evidence. In approximately one-third of systems,
acceptable grounds for appeals are those of the first type only
(“failed to act in accordance with processes™). For the most
part, appeals are heard by an expert panel appointed by the
respective health care organization or “payer” (eg, Ministry
of Health, Table 5). Alternatively, they must be filed in an
administrative court (eg, Germany and Sweden).

Conditional reimbursement enabling

access to new technologies
Increasingly, reimbursement systems are expressing inter-
est in and/or implementing reimbursement policy options

EEINT3

that extend beyond the traditional “yes,” “no,” or “yes with
restrictions” options. Such policy options take the form
of provisional reimbursement arrangements, in which
funding for a technology is provided in the interim while

evidence needed to make a definitive decision is collected.*

Collectively referred to as “Access with Evidence Develop-
ment” (AED) schemes, they have emerged in response to calls
for mechanisms that balance access to new technologies with
the need to ensure their safe, effective, and efficient introduc-
tion and use in the health care system. In recent years, these
calls have heightened, as tension between payers and manu-
facturers, patients, and providers has intensified. Many new
high-cost technologies are supported by limited, albeit prom-
ising, evidence. Therefore, reimbursement decisions are made
under conditions of considerable uncertainty, with significant
risks and consequences of “getting it wrong” (wasted scarce
resources and poor health outcomes). AED schemes attempt
to reduce such risks through “managed entry” of new tech-
nologies into everyday clinical practice. There are three main
types, ie, coverage linked to an outcomes guarantee, cover-
age as part of a study, and automatic reassessment (Table 7).
Often referred to as “risk-sharing” schemes, “patient access
schemes,” and “payment by results,” the first type consists of
contractual arrangements between payers and manufacturers,
where payment is tied to the achievement of an outcome, be
it financial or health-related.*’*> Such schemes have been
employed in approximately one-third of the systems in
this review (Table 7). They include financially-based price-
volume agreements, where manufacturers must “pay back”
the cost of sales exceeding those forecasted (eg, Belgium,
France, Germany, Hungary, Portugal),*'*#* and expenditure
caps, in which manufacturers cover the cost of “treatment”
in patients for whom costs over a fixed time period exceed
a prespecified amount (eg, Italy, the UK).*'** Health-related
risk sharing arrangements, also called “no cure no pay”
schemes, have been implemented by a smaller proportion of
systems (Belgium, Denmark, Italy, the UK).*'45” Under such
schemes, continued reimbursement of a technology (usu-
ally a pharmaceutical for a rare disorder or cancer) requires
evidence of a predefined treatment effect. The second type,
“coverage as part of a study,” involves provision of interim
funding by payers in order to conduct studies designed to
collect specific information needed to fill key evidence gaps.
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Reimbursement as part

of a formal study payment by results

Risk-sharing schemes/

Other

No information found No information found

No information found

Typically, such evidence gaps relate to the effectiveness and/
or cost implications of the technology in “real world” set-
tings. Funding may be partial (costs of the technology and/or
health care associated with its use) or full (all health care and
research costs). This type of scheme constitutes a policy option
in approximately one quarter of the reimbursement systems,
the majority of which have mandates that span pharmaceutical
and nonpharmaceutical technologies (eg, France, Germany,
the UK, Table 7). Eligible technologies vary across systems,
but often include those defined as “innovative” (eg, granted
an “innovation pass” in the UK) and those anticipated to
significantly impact health care organization budgets (eg, the
Netherlands).?>* The third type of AED scheme, “automatic
reassessment,” comprises a programmed review of a reim-
bursement decision following a fixed period on the “benefit
list” or when additional evidence is available.*>! It has become
a part of the policy framework in half of the reimbursement
systems included in this review, with most requiring reassess-
ments of all technologies within their decision-making scope
(Table 7). Despite the appeal of AED schemes, evidence of
their effectiveness is both limited and mixed. Recent reviews
have highlighted the challenges involved in both their design
and implementation.*>* Such challenges primarily stem from
the need to reach consensus among stakeholders on the terms
of the scheme. Often, considerable time and resources have
been required to resolve disagreements over elements such as
the value proposition, outcomes to be measured and for what
period, how the scheme should be funded, and to whom its
oversight should be handed. Further, negotiations have, in some
cases, resulted in complex arrangements that failed to generate
the evidence needed to support a policy decision and/or created
a significant administrative burden on payers and providers
involved in its implementation. In an effort to address these
issues, guidelines for conducting AED schemes, derived from
international experiences to date, were recently published.>***
Moreover, some systems have proposed alternative approaches
to dealing with decision uncertainties. For example, earlier
this year, National Institute of Health and Clinical Excellence

announced a new form of value-based reimbursement termed
“flexible pricing.”*** Under this approach, manufacturers
adjust the price of a technology (pharmaceutical) in response
to additional evidence of actual benefit to patients as it emerges.
The National Institute of Health and Clinical Excellence sub-
sequently assess this evidence, along with the proposed price,
and determines whether the technology represents “value for
money.” If a negative opinion is reached, the National Institute
of Health and Clinical Excellence may veto the proposed price.
Given the potential benefits of such an approach (eg, reduced
administrative burden and system resource requirements) it has
already sparked interest among the National Institute of Health
and Clinical Excellence’s counterparts across Europe.

Role of manufacturers in steps
comprising the reimbursement review

process

Few reimbursement systems have established roles for
manufacturers beyond referral of a technology for review
and the opportunity to comment on draft reports and/or
preliminary recommendations (Table 8). Where “multiple
technology appraisal” processes exist and assessment reports
are commissioned or undertaken by the reimbursement sys-
tem, manufacturers may participate in defining the scope
or protocol of the assessment (France, Germany, the UK)
or submit information to the group preparing such reports
(Germany, Ireland, Spain, the UK). Among systems that
prepare the evaluation report only, about half invite manu-
facturers to contribute information (Scotland, Italy, Sweden,
the UK, Wales). Involvement of manufacturers otherwise
appears limited to single examples, eg, able to participate in
consultations during the assessment (France) or attend review
committee meetings (Wales).

Conclusion

Centralized reimbursement systems have become an
important policy tool in many European countries. Their
introduction has, inarguably, brought greater consistency to
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Table 8 Comparison of the role of manufacturers in centralized reimbursement processes

Country Centralized Refer technology  Participate in Comment Participate in  Submit information
reimbursement topics for defining scope on draft consultations  to group preparing
review/decision- reimbursement and/or protocol  protocol during assessment report
making body (role) consideration of assessment assessment

Austria e Association of Yes N/A N/A N/A N/A

Austrian Social
Security Institutions
(decisions)**®

® Pharmaceutical
Evaluation Board
(recommendations)®®

Belgium e Minister of Social Yes N/A N/A N/A N/A

Affairs (decisions)

e Drug Reimbursement

Committee

(recommendations)®®
Czech o State Institute for Yes N/A N/A N/A N/A
Republic Drug Control

(decisions)®'7®
Denmark e Danish Medicines Yes N/A N/A N/A N/A

Agency (decisions)®¢*!2!
© Reimbursement
Committee
(recommendations)®®'?!
Estonia e Ministry of Social Yes N/A N/A N/A N/A
Affairs (decisions)’
e Pharmaceuticals
Committee
(recommendations)”
Finland ® Pharmaceuticals Yes N/A N/A N/A N/A
Pricing Board
(decisions)’3747¢
e Pharmaceuticals
Pricing Board
Expert Group

(recommendations)”
France ® Ministry for Health Yes Yes (multiple No Yes (multiple No (multiple
and Social technology technology technology appraisals)
Security appraisals) appraisals) N/A (single
(decisions)®7 N/A (single N/A (single technology appraisals)
e French National technology technology
Authority for Health appraisals) appraisals)
(recommendations)’®
Germany o Federal Joint No Yes Yes No Yes
Committee

(decisions)'®

o Institute for
Quality and Efficiency
in Health Care
(recommendations)'?

Greece e Transparency Yes N/A N/A N/A N/A

Committee in the
Reimbursement and
Medicinal Products
(makes decisions)®
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Submit information
to group preparing

Present views
during committee

Nominate clinical and/or
patient experts to make

Attend
committee

Comment on
report and/or draft

Appeal
recommendations

evaluation report meetings oral presentation meeting recommendations or decisions
to committee

No No No No No Yes

No No No No Yes Yes

No information No information No information No information No information Yes

found found found found found

No No No No Yes, if Yes

No information
found

No

No information
found

No information
found

No

No information
found

No information
found

No

No information
found

No information
found

No

No information
found

recommendation
is negative

No information
found

Yes, if
recommendation
is negative

Yes

No information
found

No information
found

Yes

Yes

Yes (decisions only)

No information
found

(Continued)
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Table 8 (Continued)

Country

Centralized
reimbursement
review/decision-
making body (role)

Refer technology
topics for
reimbursement
consideration

Participate in
defining scope
and/or protocol
of assessment

Comment

on draft
protocol

Participate in
consultations
during
assessment

Submit information
to group preparing
assessment report

Hungary

Ireland

Italy

Norway

Poland

Portugal

Scotland

Slovakia

Spain

Sweden

® Ministers of Health
and Finance

o National Health
Insurance Fund
Administration
(recommendations)®®

® Health Service
Executive
(decisions)®"92147

e |talian Medicines
Agency Technical
Scientific Committee
(decisions)®

o |talian Medicines
Agency Pricing and
Reimbursement
Committee
(recommendations)®™

© Norwegian Medicines
Agency (decisions)®®

e Department of
Pharmacoeconomics
(recommendations)®

® Ministry of Health
(decisions)®'¢®

® Ministry of Health
(decisions)

o INFARMED

(recommendations)®“

e National Health
Service Scotland
(decisions)*

e Scottish Medicines
Consortium
(recommendations)

o Ministry of Health
(decisions)

® Reimbursement
Committee for
Medicinal Products

(recommendations)'%'%7

® Ministry of Health
Directorate General
of Pharmacy and
Health Products;
Inter-Ministerial
Pricing Commission
(decisions)?"'%8

e Dental and
Pharmaceutical
Benefits Board
Expert Board
(decisions) 0104105

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

No

Yes

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

Yes

N/A

N/A

No

No information
found

No information
found
No information
found

No information
found

Yes

N/A
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Submit information
to group preparing
evaluation report

Present views
during committee
meetings

Nominate clinical and/or
patient experts to make
oral presentation

to committee

Attend
committee
meeting

Comment on
report and/or draft
recommendations

Appeal
recommendations
or decisions

No information
found

No

Yes

No information
found

No information
found
No information
found

Yes

No information
found

Yes

No information
found

No

No

No information
found

No information
found
No information
found

No information
found

Yes

No information
found

No

No

No information
found

No information
found
No information
found

No information
found

No information
found

No

No

No information
found

No information
found
No information
found

No information
found

No information
found

No information
found

No information
found
No information
found

Yes

No information
found

Yes

No

Yes

No information
found
Yes

Yes

No

(Continued)
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Table 8 (Continued)

Country Centralized Refer technology  Participate in Comment Participate in  Submit information
reimbursement topics for defining scope on draft consultations to group preparing
review/decision- reimbursement and/or protocol  protocol during assessment report
making body (role) consideration of assessment assessment

Switzerland o Swiss Federal Office of Yes N/A N/A N/A N/A

Public Health
(decisions)
o Federal Drug
Commission
(recommendations)''3!'*
The ® Ministry of Health, Yes N/A N/A N/A N/A
Netherlands Welfare and Sport
(decisions)
e Dutch Healthcare
Insurance Board
Committee of the
Dutch Healthcare
Insurance Board
(recommendations)®!
United e National Institute for Yes Yes (multiple No (multiple No (multiple Yes (multiple
Kingdom Health and Clinical technology technology technology technology appraisals)
Excellence (decisions) appraisals) appraisals) appraisals) N/A (single
e Technology N/A (single N/A (single N/A (single technology appraisals)
Appraisals Committee technology technology technology
(recommendations)’ appraisals) appraisals) appraisals)
Wales e Ministry for Health Yes N/A N/A N/A N/A
and Social Services
(decisions)
o All Wales Medicines
Strategy Group
(recommendations)'®
processes and an improved sense of legitimacy to decisions. References

Nevertheless, there remains a lack of transparency around
critical elements, such as how multiple factors or criteria are
weighed during committee deliberations. Further, empirical
studies evaluating the extent to which centralized reimburse-
ment systems with advisory as opposed to decision-making
authority are able to reduce inequities in access to new
technologies within jurisdictions appear sparse.

Given the rapid pace with which new technologies that
appear promising are now entering the market and the need
to work alongside broader government industrial policies for
encouraging innovation in an economic climate that demands
prudent use of strained health care resources, the adoption of
AED schemes by reimbursement systems seems inevitable.
However, until more information on the outcomes of initia-
tives such as flexible pricing in the UK becomes available,
their implementation should be approached with caution.
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