Pricing and Reimbursement Systems in Europe

Eur J Health Econom 2005 - 50:274-279
DOI 10.1007/510198-005-0301-6
Published online: 21. June 2005

© Springer Medizin Verlag 2005

Although a number of countries now
demand health-economic evaluations to
support decisions related to reimburse-
ment and clinical guidance, knowledge
about the actual use of economic evidence
and information on cost-effectiveness is
still relatively scarce. In general, studies
have suggested that the use of economic
evaluations to support decision making
are more important at the central than
at the decentralized level [1]. Studies al-
so suggest that the professional expertise
of the decision making body is of vital im-
portance for the use of economic evalua-
tions, rather than existing formal require-
ments and guidelines [2].

Introduction of the new Pharmaceuti-
cal Benefits Board (Likemedelsformén-
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snamnden, LEN) on 1 October 2002 has
markedly changed the principles of pric-
ing and reimbursement of drugs in Swe-
den. The Board is required to make de-
cisions on the reimbursement status of
pharmaceuticals based on evidence of
cost-effectiveness. Pharmaceutical com-
panies must therefore when relevant sub-
mit economic evaluations as part of their
applications for reimbursement. Previous-
ly all drugs with a price approved by the
National Social Insurance Board (Riks-
forsikringsverket) were reimbursed [3]. It
was possible but not required for manufac-
turers to support their application with an
economic evaluation.

This contribution examines experi-
ence to date regarding the use of health-
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Fig.1 A Important reforms in the Swedish pharmaceutical market since 1997
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economic evaluations and information
on cost-effectiveness to support decision
making by the LEN. Comparison with ex-
periences from relevant committees in
other countries is made for the purpose
of identifying similarities and differences.
The article also presents a summary of oth-
er important reforms in the Swedish phar-
maceutical market since 1997, including ac-
tivities and use of health-economic evalua-
tions by local formulary committees orga-
nized by the 21 county councils.

Important reforms since 1997

O Figure 1 presents the important re-
forms in the Swedish pharmaceutical mar-
ket since 1997 and the extent to which
their purpose has been primarily to con-
tain costs or to promote cost-effectiveness.
Increased user charges, parallel trade, and
the introduction of generic substitution
have clearly been oriented towards cost
containment, while other reforms have
been more oriented towards promoting a
rational and cost-effective use of pharma-
ceuticals.

User charges, parallel trade,
and generic substitution

The increase in out-of-pocket expenses for
patients from 1 January 1997 had a clear but
short-term impact on the development of
drug expenditures. The announcement of
this change initiated hoardings among pa-
tients at the end of year 1996, with a result-



ing drop in sales in the following year (see
O Table 1). Studies suggest that both par-
allel trade and especially generic substitu-
tion have had important effects on the de-
velopment of expenditures [3, 4, 5]. Expen-
diture growth for drugs in 2003 and 2004
was kept at a record low 2-3%, compared
to 9% in 2002 (see @ Table 1). This can be
explained mainly by price reductions for
simvastatin and omeprazol, previously the
two best selling drugs in Sweden, follow-
ing patent expiration and generic substitu-
tion from October 2002 [5]. It can also be
noted that new and innovative pharmaceu-
ticals introduced in the Swedish drug mar-
ket during 2003 and 2004 have resulted in
only small volume sales.

Local formulary committees

Formulary committees organized by the 21
county councils have been regulated by a
separate act since 1997. Each county coun-
cilis required to set up at least one commit-
tee (some large county councils have more
than one) for the purpose of “promoting
safe and cost-effective use of pharmaceuti-
cals” To reach this objective every commit-
tee has a list of recommended drugs. Th-
ey also organize seminars and workshops,
analyze prescription patterns (at group lev-
el), and issue special guidance for selected
products. Decisions on what drugs to in-
clude in the recommended list, as well as
development of guidance, are usually pre-
pared by expert groups linked to the com-
mittee.

Formulary committees have from the
start shown an interest in health-econom-
ic evaluations. A survey in 1998 indicated
that committee members ranked the crite-
rion of cost-effectiveness high in relation
to other decision criteria, and that they pre-
ferred a societal instead of a narrow bud-
get perspective on resource use [6]. In
practice, however, it is not clear to what
extent local committees have used health-
economic evaluations and information on
cost-effectiveness to support decision mak-
ing. A survey of local committees (early
2000) found only three examples of cost-
effectiveness studies being used for guid-
ing the decisions [7]. Most decisions on
guidelines were based on simple price com-
parisons. Further, the expertise of commit-
tees indicates that health-economic evalua-

Table1

Drug expenditures in Sweden 1993-2004 (billions of crowns), pharmacy

retail price (parentheses percentage of total market) (from [3] and Apoteket

http://www.apoteket.se)

Drug Change since the Prescription Hospital Over
expendi-  yearbefore (%) submarket submarket the counter
tures submarket
1993 14.1 +12.6 10.8 (77%) 2.0 (14%) 1.3 (9%)
1994 15.6 +15.6 12.2 (78%) 2.1(13%) 1.4 (9%)
1995 174 +12.7 13.8 (79%) 2.1 (12%) 1.5 (9%)
1996  20.1 +17.9 16.4 (82%) 2.1 (10%) 1.6 (8%)
1997 18.2 -9.5 14.4 (79%) 2.2 (12%) 1.7 (9%)
1998 20.8 +14.3 16.5 (80%) 2.6 (12%) 2.6 (8%)
1999 233 +12.0 18.5 (79%) 3.0(13%) 1.8 (8%)
2000 25.1 +7.7 19.9 (79%) 3.3(13%) 1.9 (8%)
23.6% - 19.32 (82%) - -
2001 25.1° +6.3 20.62 (82%) - -
2002 27.32 +8.8 22.6%(83%) 2.6%(10%) 2.1%(8%)
2003 27.9° +2.2 22.8%(82%) 2.9%(10%) 2.2 (8%)
2004 28.6° +2.5 22.8%(80%) 3.52(12%) 2.3%(8%)
@ Human use pharmaceuticals only

tions are of minor importance. Fewer than
1% of committee members in 2002 were
health economists [8]. The fact that recom-
mendations vary across committees — the
38 different committees issued in total 25
different lists of recommended drugs in
2002 — suggests that different decision cri-
teria may be used, and that recommenda-
tions are influenced by existing variations
in prescription patterns.

The focus of formulary committees sin-
ce their regulation in 1997 has been to pro-
mote substitution to lower priced and well
documented products within therapeutic
areas with large sales volumes. In addition,
the formulary committees have issued
guidance related to specific drugs (usual-
ly new and expensive) and the prescribed
volume (based on defined daily dose per
inhabitants) within selected therapeutic ar-
eas. Guidance on prescribed volumes and
use has most frequently been oriented to-
wards a more controlled use of drugs with
alarge potential budget impact (e.g., PPIs)
or for ecological reasons (antibiotics), but
in some cases (e.g., antidepressants among
the elderly) the committees have actually
tried to increase prescribing.

Anecdotal evidence and results from
surveys suggests that formulary com-

mittees were not very successful during
their first years of operation in chang-
ing prescription behavior among physi-
cians [9]. Compliance with recommenda-
tions has been higher in areas where phy-
sician groups receive incentive payments
to meet this objective [10]. Even in these
areas, however, it has been easier to pro-
mote substitution between similar drugs
and more difficult to influence the pre-
scribing volume.

Since 1 October 2002 the promotion
of substitution by formulary committees
has become less relevant because the
law now mandates generic substitution
between substitutable products as deter-
mined by the Medical Products Agency
(Lakemedelsverket). As a result, treatment
guidance rather than product recommen-
dations has gained in importance among
the formulary committees.

Decentralized drug budgets

Since 1998, when drug budgets were de-
centralized by the national government,
the 21 county councils have developed
their own models on how to allocate drug
budgets among primary care centers and
other providers. The process has been
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Abstract

Introduction of the new Pharmaceutical
Benefits Board (LFN; 1 October 2002) has
markedly changed the principles of pricing
and reimbursement of drugs in Sweden.
The Board is required to make decisions
based on information on cost-effectiveness,
and pharmaceutical companies must sub-
mit economic evaluations when relevant as
part of their applications for reimbursement.
This study examined experience to date re-
garding the use of health-economic evalua-
tions and cost-effectiveness information by
the LFN. We also describe activities and the
use of cost-effectiveness analysis by Swe-
dish local formulary committees organized
by the 21 county councils. It is concluded
that economic evaluations have supported
decision making by LFN, although cost-ef-
fectiveness seems to be of varying impor-
tance in different situations. While the use
of health-economic evaluations and the out-
come of decision making by LFN are similar
to comparable committees in other coun-
tries, there is presently a gap in this sen-

se between the LFN and Swedish local for-
mulary committees. Coordinated decision
making is much needed but may be diffi-
cult to implement as the perspective, exper-
tise, and objectives of the two public author-
ities differ.
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slow, largely due to resistance among pre-
scribing physicians to accept responsibil-
ity for drug expenditures. By 2002 only
three county councils had implemented
decentralized responsibility for prescrip-
tion expenditures [10]. The situation did
not change during 2003. The long-range
plan of most county councils, however, is
to integrate expenditures for prescription
drugs with the existing budget responsibil-
ity for other health care inputs. The prin-
cipal model being developed is to allocate
most of the responsibility to primary ca-
re centers, based on prescriptions of so-
called “general drugs” to inhabitants with-
in the catchments areas of different cen-
ters. This means that primary care cen-
ters are responsible for 80-90% of expendi-
tures for prescription drugs depending on
the definition of “general drugs” in each
county council. The remaining responsi-
bility for “specialist drugs,” usually expen-
sive drugs prescribed by certain special-
ists, is usually allocated to the relevant spe-
cialist department at hospitals.

Surveys of attitudes among prescrib-
ing physicians indicate an increased cost-
awareness in those county councils that
have decentralized responsibility for drug
expenditures to primary care centers and
hospital departments [11]. Not surprising-
ly, as primary care carries most of the re-
sponsibility, this effect is greater among
general practitioners than specialists [11].
It is far from clear, however, whether this
difference in attitude also means that gen-
eral practitioners are prepared to consid-
er information about cost-effectiveness in
their decision making to a greater extent
than before.

The new Pharmaceutical Benefits
Board

On 1 October 2002 a new act on pharma-
ceutical benefits came into effect. At the
same time a new public authority was
created, the LFN. According to the act,
drug benefits are to be identical all over
the country and subject to national regu-
lation, as before. The change consisted
in the fact that drugs issued on prescrip-
tions for which a sales price has been es-
tablished are no longer automatically reim-
bursed within the benefit scheme, as was
the case before. Instead, the LEN deter-

mines specifically whether a pharmaceu-
tical is to receive a subsidy. Following ne-
gotiations with the manufacturer the LEN
also determines the price of a drug. In or-
der to be reimbursed a drug must satisfy
the criteria laid down in the new act. The
LEN bases its decisions on the following
four principles:

The principle of human dignity, accord-
ing to which healthcare is provided
equally for all individuals.

The principle of need and solidarity, ac-
cording to which those with the great-
est medical need are provided more
healthcare resources than others.

The cost-effectiveness principle, accord-
ing to which the costs of a pharmaceu-
tical preparation must be reasonable
from medical, humanitarian, and so-
cioeconomic points of view.

The marginal-utility principle, which

is part of the cost-effectiveness princi-

ple.

Broadly speaking, the new benefit sche-
me is product oriented. It is primarily
the cost-effectiveness of various products
that is to be assessed and not medical in-
dications. This is not in line with general-
ly accepted principles of health-econom-
ic evaluation, in which cost-effectiveness
is always linked to a particular use of a
product rather than the product in itself.
The LFN may make exceptions, however,
and can decide that a drug is to be reim-
bursed only for certain indications and/
or subgroups of patients. This means that
the LFN may decide to reimburse a drug
for a narrower indication than the one
for which the drug has been licensed for
marketing. The professional expertise
of LFN is mixed, with medical compe-
tence in a dominant position. Of the 11
members, however, two are professional
health economists and a further two rep-
resents consumer and patient groups. In
addition, several health economists are
to be found in the administrative staff, re-
sponsible for all contacts with manufac-
turers, and preliminary analysis of appli-
cations, including health-economic eval-
uations.



Analysis of important decisions
by the LFN

During the first 30 months of operation,
i.e., from October 2002 to March 2005,
the LEN made 107 decisions of “principal
importance” (see @ Table 2). Information
on these decisions is presented on the LFN
homepage (http://www.lfn.se). It should
be noted that other important cases may
exist. Transparency is limited by the fact
that manufacturers may redraw their con-
fidential submissions before the LEN co-
mes to a final decision.

In 82 of the 107 cases the drugs was ap-
proved for unconditional reimbursement,
i.e., the drug is reimbursed for all its li-
censed indications without conditions.
In 12 cases the LEN approved drugs for
limited and/or conditioned reimburse-
ment, and in these cases manufacturers
are required to meet certain conditions
determined by the LEN. In 13 cases appli-
cations have been rejected; in two of these
rejections the applications for reimburse-
ment were outside licensed indications,
and therefore rejected by the LEN on for-
mal grounds.

Orphan drugs: expensive, but small
budget impact

It is clear from the 82 cases of full reim-
bursement that several orphan drugs we-
re approved “unconditionally” by LEN al-
though documentation of their cost-effec-
tiveness was weak. Orphan drugs general-
ly may be very expensive per patient and
are likely to result in high costs per quality-
adjusted life year (QALY). However, the
number of patients is usually small, which
means a modest total budget impact. Con-
sequently, health-economic documenta-
tion is not required in the same way for or-
phan drugs as for drugs intended for a larg-
er group of patients.

Cost-effective only for subgroups,
with large potential budget impact

Pharmaceuticals approved for limited
reimbursement chiefly consist of thera-
pies aimed at treatment of large patient
populations, for example, high choles-
terol levels, overweight/obesity, diabe-
tes, and osteoporosis. For these pharma-

Table2

The significant decisions by the LFN, October 2002 — March 2005

82 reimbursed without limitation (i.e., for all licensed indications without conditions)
« Cost-effective or orphan drugs and similar with small budget impact.

12 with limited reimbursement and/or conditioned

« Crestor and Ezetrol (high cholesterol), cost-effective in subgroups only. Conditions for
manufacturers: marketing to prescribing physicians must specify relevant subgroups; study
of actual use in Swedish health care required; data on long-term effects on morbidity and
mortality required.

« Lantus (diabetes), cost-effective in subgroups only (type 2 diabetes). Conditions for manu-
facturers: data on cost-effectiveness for use among patients with type 2 diabetes required.

« Reductil and Xenical (obesity), cost-effective in subgroups only. Conditions for manufactur-
ers: marketing to prescribing physicians must specify relevant subgroups; study of actual
use in Swedish health care required.

« Forsteo (osteoporosis). Cost-effective in subgroups only. Conditions for manufacturers:
marketing to prescribing physicians must specify relevant subgroups.

« Testogel (testosterone therapy). Conditions for manufacturers: study of actual use in
Swedish health care required.

« Yentreve (urinary incontinence), cost-effective in subgroups only. Conditions for manufac-
turer: reimbursed only for patients when first line treatment failed; marketing to prescribing
physicians must specify relevant sub groups.

events requested.

relevant subgroups.

are requested.

13 denied reimbursement

« Levemir (diabetes). Conditions for manufacturer: data on frequencies of hypoglycemic

« Raptiva (psoriasis). Conditions for manufacturer: reimbursement limited in time; additional
data on quality of life and effectiveness from use in real clinical treatment are requested.

« Zyban (smoking quit treatment). Cost-effective in subgroups only. Conditions for manu-
facturer: reimbursement limited in time; marketing to prescribing physicians must specify

« Risperdal Consta (schizophrenia). Conditions for manufacturer: reimbursement limited in
time; additional data on hospitalization and quality of life from use in real clinical treatment

- Cerazette (contraceptive), marginal benefit and cost-effectiveness not proven.

«Viagra, Cialis, and Levitra (erectile dysfunction)-Low degree of priority.
(Appealed. To be decided by Supreme Administrative Court.)

- Elidel (atopic dermatitis), marginal benefit and cost-effectiveness not proven.

« Flutide suspension (asthma), marginal benefit and cost-effectiveness not proven.

« Imigran 100 mg (migraine), not cost effective at current price.

« Niferex (iron deficiency), marginal benefit and cost-effectiveness not proven.

« Robinul (bradycardia) and Aunativ (hepatitis B), indications not approved.

« Stocrin, new dose 600 mg (HIV), marginal benefit and cost-effectiveness not proven.

« Totelle (estrogen deficiency), marginal benefit and cost-effectiveness not proven.

« Xyzal (allergy)-Not cost-effective compared to available generics.

ceuticals the subsidy has been limited
to subgroups that are defined more nar-
rowly than for licensed indications. The
reason why the subsidy is limited to cer-
tain subgroups is that the drug has been
found to be cost-effective only for some
patient groups, frequently those at the
highest risk of complications and those
for whom the highest level of utility may
be attained.

For example, reimbursement of Reduc-
til and Xenical for obesity requires the

patient either to have a body mass index
(BMI) of 28 or higher and to be suffering
from type 2 diabetes, or to have a BMI of
35 or higher. The relevant manufacturers
are obliged to provide information about
these conditions for reimbursement in
their marketing to prescribing physicians.
A further condition requires manufactur-
ers to present data on the actual prescrip-
tion volume.
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Rejections, when “low degree of
priority” and if claims for a price
premium are not supported by
evidence

Among the rejected applications are three
treatments for erectile dysfunction (ED),
the reason being the “low degree of prior-
ity” for such disorders according to the
LEN. It is worth noting that in the opin-
ion of the LEN a patient suffering from se-
vere ED has greater need for therapy than
someone with less pronounced ED. The
LFN also concluded that it is probably safe
to assume that the relevant drugs (Viagra,
Cialis, Levitra) are cost-effective for the
former subgroup of patients. Even so, the
LFN argued that it does not have the au-
thority to impose the conditions needed
to restrict reimbursement to this particu-
lar patient group.

Regarding the other rejected drugs the
pharmaceutical companies concerned we-
re not deemed to have demonstrated sig-
nificant and clinically relevant difference
in benefits compared with existing treat-
ment alternatives. Hence, according to
the LFN, the manufacturers had not pro-
ved that their claim for a price premium
was warranted.

Use of cost-effectiveness and other
criteria

It can be concluded that drugs are reim-
bursed without conditions (i.e., for all li-
censed indications) when cost-effective-
ness and marginal benefits compared with
competing alternatives have been estab-
lished. In several cases simple price com-
parison with existing products has been
sufficient to reach this conclusion. When
there is a lack of alternative treatment ther-
apies, particularly when the illness to be
treated is severe (i.e., for those with great-
est need), several cases illustrate the fact
that even drugs with poor cost-effective-
ness are reimbursed. Orphan drugs, usual-
ly very expensive for each patient but with
little total budget impact, is a common ex-
ample following this pattern. There is al-
so a limited ability to demonstrate cost-ef-
fectiveness of orphan drugs, as the number
of patients on treatment is small, and ran-
domized clinical trials are more difficult to
produce.
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The most important use of informa-
tion on cost-effectiveness seems to be for
drugs with a large potential budget impact
and when cost-effectiveness varies by in-
dication and/or subgroups of patients. In
such cases reimbursement is often limit-
ed to the relevant subgroups. The manu-
facturer must refer to subgroups when
marketing the product. In some cases the
LFN also demands prescription data and
studies of long-term effects and cost-effec-
tiveness from the manufacturer, presum-
ably to reconsider its decision should actu-
al prescribing behavior and/or long-term
effects deviate from original assumptions.
Restrictions such as specific volume agree-
ments, preapproval procedures, and limit-
ed prescriptions to specialists have not be-
en used.

Reimbursement is been denied when
the manufacturer fails to proven margin-
al benefits and/or cost-effectiveness in
comparison with existing alternatives. Ex-
ceptions have been applications for Via-
gra, Cialis, and Levitra, which were de-

nied because of “low degree of priority”

and difficulty in limiting reimbursement
to patients with the greatest need. These
three decisions were controversial, how-
ever, and three members of the LFN (in-
cluding one health economist) openly ex-
pressed reservations about them. The rele-
vant manufacturers also appealed the de-
cisions to an administrative court which
decided to grant the drugs limited reim-
bursement. Decisions by both the admin-
istrative court and later the administrative
court of appeal were in turn appealed by
the LEN. The three cases are now to be fi-
nally decided by the Supreme Administra-
tive Court. It can be noted that both Bon-
dil and Caverject, treatments for severe
ED, are reimbursed without conditions.
The argument by the LFN was that these
two drugs are associated with a treatment
procedure limiting use to patients with the
most severe ED.

Discussion

Based on experience over the first
30 months of the LFN it can be conclud-
ed that health-economic evaluation and
information on cost-effectiveness can sup-
port decision making related to reimburse-
ment. The manufacturers are expected to

submit health-economic evaluations as
part of their applications for reimburse-
ment when relevant, and, more important-
ly, the LFN possess the competence to as-
sess the submitted economic documenta-
tion. Overall, however, the proportion of
submissions to LEN supported by substan-
tial health-economic analysis has been rel-
atively small [12]. The great majority of de-
cisions by LEN concern price changes on
already subsidized products that do not re-
quire economic evaluation.

It is clear from analysis of important re-
imbursement decisions that information
on cost-effectiveness is important for the
LEN, but that other parallel decision crite-
ria such as clinical need and degree of pri-
ority are used as well. Hence, a single prede-
termined cutoff value in terms of accepted
cost per QALY is not used [12]. The great-
est use of health-economic evaluations and
information on cost-effectiveness seems to
be for drugs with a broad potential use (i.e.,
large potential budget impact) and when
cost-effectiveness varies by indication and/
or subgroup of patients. In these cases man-
ufacturers can expect the LFN to demand
more detailed subgroup analysis, informa-
tion that will be used to support decisions
oriented towards limited reimbursement.
Subgroup analysis using relevant data is
indeed important according to the guide-
lines for cost-effectiveness analysis issued
by LEN (“General guidelines for economic
evaluations from the Pharmaceutical Ben-
efits Board LFNAR 2003, 2” http://www.
Ifn.se).

The use of economic evaluation by
the LFN follows experience from simi-
lar committees in other countries [2]. In
contrast, for example, to reimbursement
committees in the Canadian province of
Ontario and in Australia, however, the
LEN has not yet issued “hard” restric-
tions on reimbursement, such as the use
of special prescription forms or preautho-
rization requirements. Conditions have
been placed on manufacturers rather
than on prescribing physicians. Thus far
these conditions have been limited to reg-
ulation of marketing, requests for stud-
ies of actual prescription patterns, and
demand for further data on long-term ef-
fects and cost-effectiveness. It is not clear
to what extent these conditions on manu-
facturers will have an impact on prescrib-



ing patterns, and it has not yet been test-
ed how the LEN will act should not man-
ufacturers comply, or whether prescrib-
ing patterns deviate from agreements
made between the LFN and the relevant
manufacturer.

It will also be interesting to follow the
outcome in cases in which the LFN deci-
sion runs contrary to guidance of the lo-
cal formulary committees. Chairmen of
local formulary committees, usually pow-
erful specialists, have previously com-
municated their position that local guid-
ance may be even more restrictive than
limited reimbursement by the LFN. For-
mulary committees have in fact also be-
en criticized for being more restrictive in
their recommendations than the LFN de-
cision [13]. A much debated case was a
joint effort by formulary committees in
2003 to promote prescription of gener-
ic simvastatin in parallel to the introduc-
tion of new statins (including Crestor) fol-
lowing limited reimbursement decisions
by the LEN.

The difference between formulary
committees and the LFN in terms of rec-
ommendations should not come as a
surprise. In contrast to the LFN, county
councils have responsibility for drug ex-
penditures, which means that their per-
spective and objectives are not identical.
In addition, mostlocal formulary commit-
tees lack health-economic expertise. In re-
cent years several county councils have
faced large budget deficits, and this situa-
tion is not likely to change in the immedi-
ate future. Cost containment will contin-
ue to be an important objective among
county councils, and this will probably
have an impact on activities of the formu-
lary committees as well. Coordinated de-
cision making between the LFN and lo-
cal formulary committees is much need-
ed, but a necessary first requirement is
probably a common perspective and sim-
ilar objectives.

In several cases the LFN has issued
guidance on how to use a particular drug
when limiting reimbursement to specific
subgroups. In this respect, decision mak-
ing by LFN does not differ totally from
decision making by the National Institute
for Clinical Excellence (NICE) related to
clinical guidance for the NHS in England
and Wales [14, 15]. In contrast to NICE,

however, the LFN must comply with the
European Union transparency directive,
which means (among other things) that
the process should not take longer than
180 days. In most cases decisions are ini-
tiated by an application from a manufac-
turer and not by the LEN. Since in 2004,
however, the LFN also assesses and recon-
siders reimbursement status for drugs ac-
cepted before October 2002. In this pro-
cess, which will take several years before
completion, the LEN will set the overall
agenda. Uncertainty and time pressure
is overturned to the detriment of manu-
facturers.

In February 2005, LEN presented its
first review of medicines used for treat-
ing migraine (Review of medicines used
for treating migraine-a summary, http://
www.lfn.se). Based on available documen-
tation and its own modeling work the
LEN decided to no longer reimburse the
100-mg tablet form of Imigran (sumatrip-
tan) due to poor cost-effectiveness com-
pared with other triptans. In parallel to
this decision by LFN, the relevant manu-
facturer applied for reimbursement of a
new medicine, Immigran Novum (suma-
triptan) 100 mg, at a 42% lower price
than Imigran. The Swedish Medical Prod-
ucts Agency also approved Imigran and
Imigran Novum as interchangeable prod-
ucts. The first review by LFN means sav-
ings of 42 million Swedish crowns to soci-
ety during 2005, as a result of lower pri-
ced drugs for treating migraine.

It will be interesting to see in what
way health-economic evaluations and in-
formation on cost-effectiveness can sup-
port decision making when reviewing
the remaining 48 defined groups of me-
dicines. Problems are likely to appear in
areas lacking updated studies and when
head-to-head comparison of cost-effec-
tiveness between competing treatment
alternatives do not exist. The LFN also
need to evaluate carefully how decisions
to exclude drugs in the benefit scheme
may negatively impact future competi-
tion in therapeutic areas.
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