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Although a num ber of coun tries now 

de mand health-eco nom ic eval u a tions to 

sup port de ci sions re lat ed to re im burse-

ment and clin i cal guid ance, knowl edge 

about the ac tu al use of eco nom ic ev i dence 

and in for ma tion on cost-ef fec tive ness is 

still rel a tive ly scarce. In gen er al, stud ies 

have sug gest ed that the use of eco nom ic 

eval u a tions to sup port de ci sion mak ing 

are more im por tant at the cen tral than 

at the de cen tral ized lev el [1]. Stud ies al-

so sug gest that the pro fes sion al ex per tise 

of the de ci sion mak ing body is of vi tal im-

por tance for the use of eco nom ic eval u a-

tions, rather than ex ist ing for mal re quire-

ments and guide lines [2].

In tro duc tion of the new Phar ma ceu ti-

cal Ben e fits Board (Läkemedels för mån-

snäm n den, LFN) on 1 Oc to ber 2002 has 

marked ly changed the prin ci ples of pric-

ing and re im burse ment of drugs in Swe-

den. The Board is re quired to make de-

ci sions on the re im burse ment sta tus of 

phar ma ceu ti cals based on ev i dence of 

cost-ef fec tive ness. Phar ma ceu ti cal com-

pa nies must there fore when rel e vant sub-

mit eco nom ic eval u a tions as part of their 

ap pli ca tions for re im burse ment. Pre vi ous-

ly all drugs with a price ap proved by the 

Na tion al So cial In sur ance Board (Riks-

försäkringsver ket) were re im bursed [3]. It 

was pos si ble but not re quired for man u fac-

tur ers to sup port their ap pli ca tion with an 

eco nom ic eval u a tion.

This con tri bu tion ex am ines ex pe ri-

ence to date re gard ing the use of health-

eco nom ic eval u a tions and in for ma tion 

on cost-ef fec tive ness to sup port de ci sion 

mak ing by the LFN. Com par i son with ex-

pe ri ences from rel e vant com mit tees in 

oth er coun tries is made for the pur pose 

of iden ti fy ing sim i lar i ties and dif fer ences. 

The ar ti cle also pre sents a sum ma ry of oth-

er im por tant re forms in the Swedish phar-

ma ceu ti cal mar ket since 1997, in clud ing ac-

tiv i ties and use of health-eco nom ic eval u a-

tions by lo cal for mu lary com mit tees or ga-

nized by the 21 coun ty coun cils.

Im por tant re forms since 1997

.  Fig ure 1 pre sents the im por tant re-

forms in the Swedish phar ma ceu ti cal mar-

ket since 1997 and the ex tent to which 

their pur pose has been pri mar i ly to con-

tain costs or to pro mote cost-ef fec tive ness. 

In creased user charges, par al lel trade, and 

the in tro duc tion of ge ner ic sub sti tu tion 

have clear ly been ori ent ed to wards cost 

con tain ment, while oth er re forms have 

been more ori ent ed to wards pro mot ing a 

ra tio nal and cost-ef fec tive use of phar ma-

ceu ti cals.

User charges, par al lel trade, 
and ge ner ic sub sti tu tion

The in crease in out-of-pock et ex pens es for 

pa tients from 1 Jan uary 1997 had a clear but 

short-term im pact on the de vel op ment of 

drug ex pen di tures. The an nounce ment of 

this change ini ti at ed hoard ings among pa-

tients at the end of year 1996, with a re sult-Fig. 1 8 Im por tant re forms in the Swedish phar ma ceu ti cal mar ket since 1997
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mit tees were not very suc cess ful dur ing 

their first years of op er a tion in chang-

ing pre scrip tion be hav ior among physi-

cians [9]. Com pli ance with rec om men da-

tions has been high er in ar eas where phy-

si cian groups re ceive in cen tive pay ments 

to meet this ob jec tive [10]. Even in these 

ar eas, how ev er, it has been eas i er to pro-

mote sub sti tu tion be tween sim i lar drugs 

and more dif fi cult to in flu ence the pre-

scrib ing vol ume.

Since 1 Oc to ber 2002 the pro mo tion 

of sub sti tu tion by for mu lary com mit tees 

has be come less rel e vant be cause the 

law now man dates ge ner ic sub sti tu tion 

be tween sub sti tutable prod ucts as de ter-

mined by the Med i cal Prod ucts Agen cy 

(Läkemedelsver ket). As a re sult, treat ment 

guid ance rather than prod uct rec om men-

da tions has gained in im por tance among 

the for mu lary com mit tees.

De cen tral ized drug bud gets

Since 1998, when drug bud gets were de-

cen tral ized by the na tion al gov ern ment, 

the 21 coun ty coun cils have de vel oped 

their own mod els on how to al lo cate drug 

bud gets among pri ma ry care cen ters and 

oth er providers. The pro cess has been 

tions are of mi nor im por tance. Few er than 

1 of com mit tee mem bers in 2002 were 

health economists [8]. The fact that rec om-

men da tions vary across com mit tees – the 

38 dif fer ent com mit tees is sued in to tal 25 

dif fer ent lists of rec om mend ed drugs in 

2002 – sug gests that dif fer ent de ci sion cri-

te ria may be used, and that rec om men da-

tions are in flu enced by ex ist ing vari a tions 

in pre scrip tion pat terns.

The fo cus of for mu lary com mit tees sin-

ce their reg u la tion in 1997 has been to pro-

mote sub sti tu tion to low er priced and well 

doc u ment ed prod ucts with in ther a peu tic 

ar eas with large sales vol umes. In ad di tion, 

the for mu lary com mit tees have is sued 

guid ance re lat ed to spe cif ic drugs (usu al-

ly new and ex pen sive) and the pre scribed 

vol ume (based on de fined dai ly dose per 

in hab i tants) with in se lect ed ther a peu tic ar-

eas. Guid ance on pre scribed vol umes and 

use has most fre quent ly been ori ent ed to-

wards a more con trolled use of drugs with 

a large po ten tial bud get im pact (e.g., PPIs) 

or for eco log i cal rea sons (an tibi otics), but 

in some cas es (e.g., an tide pres sants among 

the el der ly) the com mit tees have ac tu al ly 

tried to in crease pre scrib ing.

An ec dot al ev i dence and re sults from 

sur veys sug gests that for mu lary com-

ing drop in sales in the fol low ing year (see 

. Ta ble 1). Stud ies sug gest that both par-

al lel trade and es pe cial ly ge ner ic sub sti tu-

tion have had im por tant ef fects on the de-

vel op ment of ex pen di tures [3, 4, 5]. Ex pen-

di ture growth for drugs in 2003 and 2004 

was kept at a record low 2–3, com pared 

to 9 in 2002 (see . Ta ble 1). This can be 

ex plained main ly by price re duc tions for 

sim vas tatin and omepra zol, pre vi ous ly the 

two best sell ing drugs in Swe den, fol low-

ing patent ex pi ra tion and ge ner ic sub sti tu-

tion from Oc to ber 2002 [5]. It can also be 

not ed that new and in no va tive phar ma ceu-

ti cals in tro duced in the Swedish drug mar-

ket dur ing 2003 and 2004 have re sult ed in 

only small vol ume sales.

Lo cal for mu lary com mit tees

For mu lary com mit tees or ga nized by the 21 

coun ty coun cils have been reg u lat ed by a 

sep a rate act since 1997. Each coun ty coun-

cil is re quired to set up at least one com mit-

tee (some large coun ty coun cils have more 

than one) for the pur pose of “pro mot ing 

safe and cost-ef fec tive use of phar ma ceu ti-

cals.” To reach this ob jec tive ev ery com mit-

tee has a list of rec om mend ed drugs. Th-

ey also or ga nize sem i nars and work shops, 

an a lyze pre scrip tion pat terns (at group lev-

el), and is sue spe cial guid ance for se lect ed 

prod ucts. De ci sions on what drugs to in-

clude in the rec om mend ed list, as well as 

de vel op ment of guid ance, are usu al ly pre-

pared by ex pert groups linked to the com-

mit tee.

For mu lary com mit tees have from the 

start shown an in ter est in health-eco nom-

ic eval u a tions. A sur vey in 1998 in di cat ed 

that com mit tee mem bers ranked the cri te-

ri on of cost-ef fec tive ness high in re la tion 

to oth er de ci sion cri te ria, and that they pre-

ferred a so ci etal in stead of a nar row bud-

get per spec tive on re source use [6]. In 

prac tice, how ev er, it is not clear to what 

ex tent lo cal com mit tees have used health-

eco nom ic eval u a tions and in for ma tion on 

cost-ef fec tive ness to sup port de ci sion mak-

ing. A sur vey of lo cal com mit tees (ear ly 

2000) found only three ex am ples of cost-

ef fec tive ness stud ies be ing used for guid-

ing the de ci sions [7]. Most de ci sions on 

guide lines were based on sim ple price com-

par isons. Fur ther, the ex per tise of com mit-

tees in di cates that health-eco nom ic eval u a-

Ta ble 1

Drug ex pen di tures in Swe den 1993–2004 (bil lions of crowns), phar ma cy 
re tail price (paren the ses per cent age of to tal mar ket) (from [3] and Apoteket 
http://www.apoteket.se)

Drug 
ex pen di-
tures

Change since the 
year be fore (%)

Pre scrip tion 
sub mar ket

Hos pi tal 
sub mar ket

Over 
the coun ter 
sub mar ket

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 17.4 +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 23.3 +12.0 18.5 (79%) 3.0 (13%) 1.8 (8%)

2000 25.1
23.6a

 +7.7
–

19.9 (79%)
19.3a (82%)

3.3 (13%)
–

1.9 (8%)
–

2001 25.1a  +6.3 20.6a (82%) – –

2002 27.3a  +8.8 22.6a (83%) 2.6a (10%) 2.1a (8%)

2003 27.9a  +2.2 22.8a (82%) 2.9a (10%) 2.2a (8%)

2004 28.6a  +2.5 22.8a (80%) 3.5a (12%) 2.3a (8%)

a Hu man use phar ma ceu ti cals only
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slow, large ly due to re sis tance among pre-

scrib ing physi cians to ac cept re spon si bil-

i ty for drug ex pen di tures. By 2002 only 

three coun ty coun cils had im ple ment ed 

de cen tral ized re spon si bil i ty for pre scrip-

tion ex pen di tures [10]. The sit u a tion did 

not change dur ing 2003. The long-range 

plan of most coun ty coun cils, how ev er, is 

to in te grate ex pen di tures for pre scrip tion 

drugs with the ex ist ing bud get re spon si bil-

i ty for oth er health care in puts. The prin-

ci pal mod el be ing de vel oped is to al lo cate 

most of the re spon si bil i ty to pri ma ry ca-

re cen ters, based on pre scrip tions of so-

called “gen er al drugs” to in hab i tants with-

in the catch ments ar eas of dif fer ent cen-

ters. This means that pri ma ry care cen-

ters are re spon si ble for 80–90 of ex pen di-

tures for pre scrip tion drugs de pend ing on 

the def i ni tion of “gen er al drugs” in each 

coun ty coun cil. The re main ing re spon si-

bil i ty for “spe cial ist drugs,” usu al ly ex pen-

sive drugs pre scribed by cer tain spe cial-

ists, is usu al ly al lo cat ed to the rel e vant spe-

cial ist de part ment at hos pi tals.

Sur veys of at ti tudes among pre scrib-

ing physi cians in di cate an in creased cost-

aware ness in those coun ty coun cils that 

have de cen tral ized re spon si bil i ty for drug 

ex pen di tures to pri ma ry care cen ters and 

hos pi tal de part ments [11]. Not sur pris ing-

ly, as pri ma ry care car ries most of the re-

spon si bil i ty, this ef fect is greater among 

gen er al prac ti tion ers than spe cial ists [11]. 

It is far from clear, how ev er, whether this 

dif fer ence in at ti tude also means that gen-

er al prac ti tion ers are pre pared to con sid-

er in for ma tion about cost-ef fec tive ness in 

their de ci sion mak ing to a greater ex tent 

than be fore.

The new Phar ma ceu ti cal Ben e fits 
Board

On 1 Oc to ber 2002 a new act on phar ma-

ceu ti cal ben e fits came into ef fect. At the 

same time a new pub lic au thor i ty was 

cre at ed, the LFN. Ac cord ing to the act, 

drug ben e fits are to be iden ti cal all over 

the coun try and sub ject to na tion al reg u-

la tion, as be fore. The change con sist ed 

in the fact that drugs is sued on pre scrip-

tions for which a sales price has been es-

tab lished are no lon ger au to mat i cal ly re im-

bursed with in the ben e fit scheme, as was 

the case be fore. In stead, the LFN de ter-
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mines specif i cal ly whether a phar ma ceu-

ti cal is to re ceive a sub sidy. Fol low ing ne-

go ti a tions with the man u fac tur er the LFN 

also de ter mines the price of a drug. In or-

der to be re im bursed a drug must sat is fy 

the cri te ria laid down in the new act. The 

LFN bas es its de ci sions on the fol low ing 

four prin ci ples:

F The prin ci ple of hu man dig ni ty, ac cord-

ing to which health care is pro vid ed 

equal ly for all in di vid u als.

F The prin ci ple of need and sol i dar i ty, ac-

cord ing to which those with the great-

est med i cal need are pro vid ed more 

health care re sources than oth ers.

F The cost-ef fec tive ness prin ci ple, ac cord-

ing to which the costs of a phar ma ceu-

ti cal prep a ra tion must be rea son able 

from med i cal, hu man i tar i an, and so-

cioe co nom ic points of view.

F The mar gin al-util i ty prin ci ple, which 

is part of the cost-ef fec tive ness prin ci-

ple.

Broad ly speak ing, the new ben e fit sche-

me is prod uct ori ent ed. It is pri mar i ly 

the cost-ef fec tive ness of var i ous prod ucts 

that is to be as sessed and not med i cal in-

di ca tions. This is not in line with gen er al-

ly ac cept ed prin ci ples of health-eco nom-

ic eval u a tion, in which cost-ef fec tive ness 

is al ways linked to a par tic u lar use of a 

prod uct rather than the prod uct in it self. 

The LFN may make ex cep tions, how ev er, 

and can de cide that a drug is to be re im-

bursed only for cer tain in di ca tions and/

or sub groups of pa tients. This means that 

the LFN may de cide to re im burse a drug 

for a nar row er in di ca tion than the one 

for which the drug has been li censed for 

mar ket ing. The pro fes sion al ex per tise 

of LFN is mixed, with med i cal com pe-

tence in a dom i nant po si tion. Of the 11 

mem bers, how ev er, two are pro fes sion al 

health economists and a fur ther two rep-

re sents con sumer and pa tient groups. In 

ad di tion, sev er al health economists are 

to be found in the ad min is tra tive staff, re-

spon si ble for all con tacts with man u fac-

tur ers, and pre lim i nary anal y sis of ap pli-

ca tions, in clud ing health-eco nom ic eval-

u a tions.
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Anal y sis of im por tant de ci sions 
by the LFN

Dur ing the first 30 months of op er a tion, 

i.e., from Oc to ber 2002 to March 2005, 

the LFN made 107 de ci sions of “prin ci pal 

im por tance” (see . Ta ble 2). In for ma tion 

on these de ci sions is pre sent ed on the LFN 

home page (http://www.lfn.se). It should 

be not ed that oth er im por tant cas es may 

ex ist. Trans paren cy is lim it ed by the fact 

that man u fac tur ers may re draw their con-

fi den tial sub mis sions be fore the LFN co-

mes to a fi nal de ci sion.

In 82 of the 107 cas es the drugs was ap-

proved for un con di tion al re im burse ment, 

i.e., the drug is re im bursed for all its li-

censed in di ca tions with out con di tions. 

In 12 cas es the LFN ap proved drugs for 

lim it ed and/or con di tioned re im burse-

ment, and in these cas es man u fac tur ers 

are re quired to meet cer tain con di tions 

de ter mined by the LFN. In 13 cas es ap pli-

ca tions have been re ject ed; in two of these 

re jec tions the ap pli ca tions for re im burse-

ment were out side li censed in di ca tions, 

and there fore re ject ed by the LFN on for-

mal grounds.

Or phan drugs: ex pen sive, but small 
bud get im pact

It is clear from the 82 cas es of full re im-

burse ment that sev er al or phan drugs we-

re ap proved “un con di tion al ly” by LFN al-

though doc u men ta tion of their cost-ef fec-

tive ness was weak. Or phan drugs gen er al-

ly may be very ex pen sive per pa tient and 

are like ly to re sult in high costs per qual i ty-

ad just ed life year (QALY). How ev er, the 

num ber of pa tients is usu al ly small, which 

means a mod est to tal bud get im pact. Con-

se quent ly, health-eco nom ic doc u men ta-

tion is not re quired in the same way for or-

phan drugs as for drugs in tend ed for a larg-

er group of pa tients.

Cost-ef fec tive only for sub groups, 
with large po ten tial bud get im pact

Phar ma ceu ti cals ap proved for lim it ed 

re im burse ment chiefly con sist of ther a-

pies aimed at treat ment of large pa tient 

pop u la tions, for ex am ple, high cho les-

ter ol lev els, over weight/obe si ty, di a be-

tes, and os teo po ro sis. For these phar ma-

ceu ti cals the sub sidy has been lim it ed 

to sub groups that are de fined more nar-

row ly than for li censed in di ca tions. The 

rea son why the sub sidy is lim it ed to cer-

tain sub groups is that the drug has been 

found to be cost-ef fec tive only for some 

pa tient groups, fre quent ly those at the 

high est risk of com pli ca tions and those 

for whom the high est lev el of util i ty may 

be at tained.

For ex am ple, re im burse ment of Re duc-

til and Xeni cal for obe si ty re quires the 

pa tient ei ther to have a body mass in dex 

(BMI) of 28 or high er and to be suf fer ing 

from type 2 di a be tes, or to have a BMI of 

35 or high er. The rel e vant man u fac tur ers 

are obliged to pro vide in for ma tion about 

these con di tions for re im burse ment in 

their mar ket ing to pre scrib ing physi cians. 

A fur ther con di tion re quires man u fac tur-

ers to pres ent data on the ac tu al pre scrip-

tion vol ume.

Ta ble 2

The sig nif i cant de ci sions by the LFN, Oc to ber 2002 – March 2005

82 re im bursed with out lim i ta tion (i.e., for all li censed in di ca tions with out con di tions)
•  Cost-ef fec tive or or phan drugs and sim i lar with small bud get im pact.

12 with lim it ed re im burse ment and/or con di tioned
•  Crestor and Ezetrol (high cho les ter ol), cost-ef fec tive in sub groups only. Con di tions for 

man u fac tur ers: mar ket ing to pre scrib ing physi cians must spec i fy rel e vant sub groups; study 
of ac tu al use in Swedish health care re quired; data on long-term ef fects on mor bid i ty and 
mor tal i ty re quired.

•  Lan tus (di a be tes), cost-ef fec tive in sub groups only (type 2 di a be tes). Con di tions for man u-
factur ers: data on cost-ef fec tive ness for use among pa tients with type 2 di a be tes re quired.

•  Re duc til and Xeni cal (obe si ty), cost-ef fec tive in sub groups only. Con di tions for man u fac tur-
ers: mar ket ing to pre scrib ing physi cians must spec i fy rel e vant sub groups; study of ac tu al 
use in Swedish health care re quired.

•  Forsteo (os teo po ro sis). Cost-ef fec tive in sub groups only. Con di tions for man u fac tur ers: 
mar ket ing to pre scrib ing physi cians must spec i fy rel e vant sub groups.

•  Testo gel (tes tos ter one ther a py). Con di tions for man u fac tur ers: study of ac tu al use in 
Swedish health care re quired.

•  Yen treve (uri nary in con ti nence), cost-ef fec tive in sub groups only. Con di tions for man u fac-
tur er: re im bursed only for pa tients when first line treat ment failed; mar ket ing to pre scrib ing 
physi cians must spec i fy rel e vant sub groups.

•  Lev emir (di a be tes). Con di tions for man u fac tur er: data on fre quen cies of hy po gly ce mic 
events re quest ed.

•  Rap ti va (pso ri a sis). Con di tions for man u fac tur er: re im burse ment lim it ed in time; ad di tion al 
data on qual i ty of life and ef fec tive ness from use in real clin i cal treat ment are re quest ed.

•  Zy ban (smok ing quit treat ment). Cost-ef fec tive in sub groups only. Con di tions for man u-
fac tur er: re im burse ment lim it ed in time; mar ket ing to pre scrib ing physi cians must spec i fy 
rel evant sub groups.

•  Risperdal Con s ta (schizo phre nia). Con di tions for man u fac tur er: re im burse ment lim it ed in 
time; ad di tion al data on hos pi tal iza tion and qual i ty of life from use in real clin i cal treat ment 
are re quest ed.

13 de nied re im burse ment
•  Cer azette (con tra cep tive), mar gin al ben e fit and cost-ef fec tive ness not proven.
•  Vi a gra, Cialis, and Lev i t ra (erec tile dys func tion)–Low de gree of pri or i ty. 

(Ap pealed. To be decid ed by Supreme Ad min is tra tive Court.)
•  Elidel (atop ic der ma ti tis), mar gin al ben e fit and cost-ef fec tive ness not proven.
•  Flu tide sus pen sion (asth ma), mar gin al ben e fit and cost-ef fec tive ness not proven.
•  Imi gran 100 mg (mi graine), not cost ef fec tive at cur rent price.
•  Nifer ex (iron de fi cien cy), mar gin al ben e fit and cost-ef fec tive ness not proven.
•  Rob in ul (bra dy car dia) and Au na tiv (hep a ti tis B), in di ca tions not ap proved.
•  Stocrin, new dose 600 mg (HIV), mar gin al ben e fit and cost-ef fec tive ness not proven.
•  Totelle (es tro gen de fi cien cy), mar gin al ben e fit and cost-ef fec tive ness not proven.
•  Xyzal (al ler gy)–Not cost-ef fec tive com pared to avail able gener ics.
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Re jec tions, when “low de gree of 
pri or i ty” and if claims for a price 
pre mi um are not sup port ed by 
ev i dence

Among the re ject ed ap pli ca tions are three 

treat ments for erec tile dys func tion (ED), 

the rea son be ing the “low de gree of pri or-

i ty” for such dis or ders ac cord ing to the 

LFN. It is worth not ing that in the opin-

ion of the LFN a pa tient suf fer ing from se-

vere ED has greater need for ther a py than 

some one with less pro nounced ED. The 

LFN also con clud ed that it is prob a bly safe 

to as sume that the rel e vant drugs (Vi a gra, 

Cialis, Lev i t ra) are cost-ef fec tive for the 

for mer sub group of pa tients. Even so, the 

LFN ar gued that it does not have the au-

thor i ty to im pose the con di tions need ed 

to re strict re im burse ment to this par tic u-

lar pa tient group.

Re gard ing the oth er re ject ed drugs the 

phar ma ceu ti cal com pa nies con cerned we-

re not deemed to have dem on stra ted sig-

nif i cant and clin i cal ly rel e vant dif fer ence 

in ben e fits com pared with ex ist ing treat-

ment al ter na tives. Hence, ac cord ing to 

the LFN, the man u fac tur ers had not pro-

ved that their claim for a price pre mi um 

was war rant ed.

Use of cost-ef fec tive ness and oth er 
cri te ria

It can be con clud ed that drugs are re im-

bursed with out con di tions (i.e., for all li-

censed in di ca tions) when cost-ef fec tive-

ness and mar gin al ben e fits com pared with 

com pet ing al ter na tives have been es tab-

lished. In sev er al cas es sim ple price com-

par i son with ex ist ing prod ucts has been 

suf fi cient to reach this con clu sion. When 

there is a lack of al ter na tive treat ment ther-

a pies, par tic u lar ly when the ill ness to be 

treat ed is se vere (i.e., for those with great-

est need), sev er al cas es il lus trate the fact 

that even drugs with poor cost-ef fec tive-

ness are re im bursed. Or phan drugs, usu al-

ly very ex pen sive for each pa tient but with 

lit tle to tal bud get im pact, is a com mon ex-

am ple fol low ing this pat tern. There is al-

so a lim it ed abil i ty to demon strate cost-ef-

fec tive ness of or phan drugs, as the num ber 

of pa tients on treat ment is small, and ran-

dom ized clin i cal tri als are more dif fi cult to 

pro duce.

The most im por tant use of in for ma-

tion on cost-ef fec tive ness seems to be for 

drugs with a large po ten tial bud get im pact 

and when cost-ef fec tive ness varies by in-

di ca tion and/or sub groups of pa tients. In 

such cas es re im burse ment is of ten lim it-

ed to the rel e vant sub groups. The man u-

fac tur er must re fer to sub groups when 

mar ket ing the prod uct. In some cas es the 

LFN also de mands pre scrip tion data and 

stud ies of long-term ef fects and cost-ef fec-

tive ness from the man u fac tur er, pre sum-

ably to re con sid er its de ci sion should ac tu-

al pre scrib ing be hav ior and/or long-term 

ef fects de vi ate from orig i nal as sump tions. 

Re stric tions such as spe cif ic vol ume agree-

ments, preap proval pro ce dures, and lim it-

ed pre scrip tions to spe cial ists have not be-

en used.

Re im burse ment is been de nied when 

the man u fac tur er fails to proven mar gin-

al ben e fits and/or cost-ef fec tive ness in 

com par i son with ex ist ing al ter na tives. Ex-

cep tions have been ap pli ca tions for Vi a-

gra, Cialis, and Lev i t ra, which were de-

nied be cause of “low de gree of pri or i ty” 

and dif fi cul ty in lim it ing re im burse ment 

to pa tients with the great est need. These 

three de ci sions were con tro ver sial, how-

ev er, and three mem bers of the LFN (in-

clud ing one health economist) open ly ex-

pressed reser va tions about them. The rel e-

vant man u fac tur ers also ap pealed the de-

ci sions to an ad min is tra tive court which 

de cid ed to grant the drugs lim it ed re im-

burse ment. De ci sions by both the ad min-

is tra tive court and lat er the ad min is tra tive 

court of ap peal were in turn ap pealed by 

the LFN. The three cas es are now to be fi-

nal ly de cid ed by the Supreme Ad min is tra-

tive Court. It can be not ed that both Bon-

dil and Caver ject, treat ments for se vere 

ED, are re im bursed with out con di tions. 

The ar gu ment by the LFN was that these 

two drugs are as so ci at ed with a treat ment 

pro ce dure lim it ing use to pa tients with the 

most se vere ED.

Dis cus sion

Based on ex pe ri ence over the first 

30 months of the LFN it can be con clud-

ed that health-eco nom ic eval u a tion and 

in for ma tion on cost-ef fec tive ness can sup-

port de ci sion mak ing re lat ed to re im burse-

ment. The man u fac tur ers are ex pect ed to 

sub mit health-eco nom ic eval u a tions as 

part of their ap pli ca tions for re im burse-

ment when rel e vant, and, more im por tant-

ly, the LFN pos sess the com pe tence to as-

sess the sub mit ted eco nom ic doc u men ta-

tion. Over all, how ev er, the pro por tion of 

sub mis sions to LFN sup port ed by sub stan-

tial health-eco nom ic anal y sis has been rel-

a tive ly small [12]. The great ma jor i ty of de-

ci sions by LFN con cern price chang es on 

al ready sub si dized prod ucts that do not re-

quire eco nom ic eval u a tion.

It is clear from anal y sis of im por tant re-

im burse ment de ci sions that in for ma tion 

on cost-ef fec tive ness is im por tant for the 

LFN, but that oth er par al lel de ci sion cri te-

ria such as clin i cal need and de gree of pri-

or i ty are used as well. Hence, a sin gle pre de-

ter mined cut off val ue in terms of ac cept ed 

cost per QALY is not used [12]. The great-

est use of health-eco nom ic eval u a tions and 

in for ma tion on cost-ef fec tive ness seems to 

be for drugs with a broad po ten tial use (i.e., 

large po ten tial bud get im pact) and when 

cost-ef fec tive ness varies by in di ca tion and/

or sub group of pa tients. In these cas es man-

u fac tur ers can ex pect the LFN to de mand 

more de tailed sub group anal y sis, in for ma-

tion that will be used to sup port de ci sions 

ori ent ed to wards lim it ed re im burse ment. 

Sub group anal y sis us ing rel e vant data is 

in deed im por tant ac cord ing to the guide-

lines for cost-ef fec tive ness anal y sis is sued 

by LFN (“Gen er al guide lines for eco nom ic 

eval u a tions from the Phar ma ceu ti cal Ben-

e fits Board LF NAR 2003, 2” http://www.

lfn.se).

The use of eco nom ic eval u a tion by 

the LFN fol lows ex pe ri ence from sim i-

lar com mit tees in oth er coun tries [2]. In 

con trast, for ex am ple, to re im burse ment 

com mit tees in the Cana di an province of 

On tario and in Aus tralia, how ev er, the 

LFN has not yet is sued “hard” re stric-

tions on re im burse ment, such as the use 

of spe cial pre scrip tion forms or preau tho-

riza tion re quire ments. Con di tions have 

been placed on man u fac tur ers rather 

than on pre scrib ing physi cians. Thus far 

these con di tions have been lim it ed to reg-

u la tion of mar ket ing, re quests for stud-

ies of ac tu al pre scrip tion pat terns, and 

de mand for fur ther data on long-term ef-

fects and cost-ef fec tive ness. It is not clear 

to what ex tent these con di tions on man u-

fac tur ers will have an im pact on pre scrib-
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ing pat terns, and it has not yet been test-

ed how the LFN will act should not man-

u fac tur ers com ply, or whether pre scrib-

ing pat terns de vi ate from agree ments 

made be tween the LFN and the rel e vant 

man u fac tur er.

It will also be in ter est ing to fol low the 

out come in cas es in which the LFN de ci-

sion runs con trary to guid ance of the lo-

cal for mu lary com mit tees. Chair men of 

lo cal for mu lary com mit tees, usu al ly pow-

er ful spe cial ists, have pre vi ous ly com-

mu ni cat ed their po si tion that lo cal guid-

ance may be even more re stric tive than 

lim it ed re im burse ment by the LFN. For-

mu lary com mit tees have in fact also be-

en crit i cized for be ing more re stric tive in 

their rec om men da tions than the LFN de-

ci sion [13]. A much de bat ed case was a 

joint ef fort by for mu lary com mit tees in 

2003 to pro mote pre scrip tion of ge ner-

ic sim vas tatin in par al lel to the in tro duc-

tion of new statins (in clud ing Crestor) fol-

low ing lim it ed re im burse ment de ci sions 

by the LFN.

The dif fer ence be tween for mu lary 

com mit tees and the LFN in terms of rec-

om men da tions should not come as a 

sur prise. In con trast to the LFN, coun ty 

coun cils have re spon si bil i ty for drug ex-

pen di tures, which means that their per-

spec tive and ob jec tives are not iden ti cal. 

In ad di tion, most lo cal for mu lary com mit-

tees lack health-eco nom ic ex per tise. In re-

cent years sev er al coun ty coun cils have 

faced large bud get deficits, and this sit u a-

tion is not like ly to change in the im me di-

ate fu ture. Cost con tain ment will con tin-

ue to be an im por tant ob jec tive among 

coun ty coun cils, and this will prob a bly 

have an im pact on ac tiv i ties of the for mu-

lary com mit tees as well. Co or di nat ed de-

ci sion mak ing be tween the LFN and lo-

cal for mu lary com mit tees is much need-

ed, but a nec es sary first re quire ment is 

prob a bly a com mon per spec tive and sim-

i lar ob jec tives.

In sev er al cas es the LFN has is sued 

guid ance on how to use a par tic u lar drug 

when lim it ing re im burse ment to spe cif ic 

sub groups. In this re spect, de ci sion mak-

ing by LFN does not dif fer to tal ly from 

de ci sion mak ing by the Na tion al In sti tute 

for Clin i cal Ex cel lence (NICE) re lat ed to 

clin i cal guid ance for the NHS in Eng land 

and Wales [14, 15]. In con trast to NICE, 

how ev er, the LFN must com ply with the 

Eu ro pean Union trans paren cy di rec tive, 

which means (among oth er things) that 

the pro cess should not take lon ger than 

180 days. In most cas es de ci sions are ini-

ti at ed by an ap pli ca tion from a man u fac-

tur er and not by the LFN. Since in 2004, 

how ev er, the LFN also as sess es and re con-

sid ers re im burse ment sta tus for drugs ac-

cept ed be fore Oc to ber 2002. In this pro-

cess, which will take sev er al years be fore 

com ple tion, the LFN will set the over all 

agen da. Un cer tain ty and time pres sure 

is over turned to the detri ment of man u-

fac tur ers.

In Febru ary 2005, LFN pre sent ed its 

first re view of medicines used for treat-

ing mi graine (Re view of medicines used 

for treat ing mi graine-a sum ma ry, http://

www.lfn.se). Based on avail able doc u men-

ta tion and its own mod el ing work the 

LFN de cid ed to no lon ger re im burse the 

100-mg tab let form of Imi gran (suma trip-

tan) due to poor cost-ef fec tive ness com-

pared with oth er trip tans. In par al lel to 

this de ci sion by LFN, the rel e vant man u-

fac tur er ap plied for re im burse ment of a 

new med i cine, Im mi gran Novum (suma-

trip tan) 100 mg, at a 42 low er price 

than Imi gran. The Swedish Med i cal Prod-

ucts Agen cy also ap proved Imi gran and 

Imi gran Novum as in ter change able prod-

ucts. The first re view by LFN means sav-

ings of 42 mil lion Swedish crowns to so ci-

ety dur ing 2005, as a re sult of low er pri-

ced drugs for treat ing mi graine.

It will be in ter est ing to see in what 

way health-eco nom ic eval u a tions and in-

for ma tion on cost-ef fec tive ness can sup-

port de ci sion mak ing when re view ing 

the re main ing 48 de fined groups of me-

dicines. Prob lems are like ly to ap pear in 

ar eas lack ing up dat ed stud ies and when 

head-to-head com par i son of cost-ef fec-

tive ness be tween com pet ing treat ment 

al ter na tives do not ex ist. The LFN also 

need to eval u ate care ful ly how de ci sions 

to ex clude drugs in the ben e fit scheme 

may neg a tive ly im pact fu ture com pe ti-

tion in ther a peu tic ar eas.
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