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Norway, biosimilars in diff erent 
funding systems. What works?
Asbjørn Mack, MD

Biosimilars can substitute treatment with expensive bio-
logical drugs and release money to treat more patients. 
Experience from Norway shows how this can be done with 
and without success.
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health authority) and by patients at home 
(paid for by national insurance). Both 
active ingredients are included in a national 
 tender for drugs used in hospitals. Tender 
prices of biosimilars of these two  products 
are discounted up to 89%, with a high 
 volume of sales to hospitals. Discounts for 
use outside of hospitals are around 50% for 
fi lgrastim and around 25% for epoetin, with 
a total market share of over 80%.

Despite these impressive discounts, sales 
of epoetin and fi lgrastim are still not com-
parable to sales of biological drugs that do 
not have biosimilar competition, such as 
pegfi lgrastim and darbepoetin, which dom-
inate the market, and which have benefi ted 
from successful marketing campaigns.

Purchase and delivery agreements in 
Norway
In Norway, the Norwegian Drug Procure-
ment Cooperation (LIS) is responsible for 
providing the basis to, and specifi cations for, 
purchase and delivery agreements for phar-
maceutical manufacturers in cooperation 
with state-owned hospitals, thereby reducing 
costs. The Norwegian authorities pay for the 
bulk of drugs through national insurance and 
hospitals (regional health authority budgets).

National annual tender processes for tumour 
necrosis factor (TNF) biosimilar drugs (inf-
liximab) and multiple sclerosis drugs have 
been running at the LIS since 2007 and 
2010, respectively, and a  tender process for 
a number of oncology drugs was started in 
2014. All include home and hospital treat-
ment. A fourth tender includes ‘all other’ 
drugs used in hospitals.

The LIS TNF/BIO tender group includes 
specialists in rheumatology, gastroenter-
ology and dermatology, a member of a 
patient organization and a pharmaco-
economic specialist from the Norwegian 
Medicines Agency. The specialist group 
currently considers the drugs included in 
the tender to be clinically equal. The cost 
of the fi rst year’s treatment is the criterion 
used for ranking the various products, 
separate recommendations are made for 
injection and infusion treatments for each 
indication.

The highest ranked product in each group 
is considered to be the drug of choice for 
new patients and for patients who need to 
change treatment. Regional health author-
ity management supports the recommen-
dations and use them as directives to 
hospitals, however, it is always possible 
for clinicians to deviate from the direc-
tives and use another drug based on their 
clinical evaluation of a specifi c patient.

At the LIS, the results of the tender pro-
cess and recommendations for the forth-
coming year are presented at a meeting 
involving delegates from hospitals, indus-
try, patient organizations and the media. 
The main part of the meeting consists of 
lectures containing professional updates. 
The meeting ends with a presentation of 
the results of the tender. After the meet-
ing, the LIS sends the recommendations 
to all LIS contacts in the hospitals who 
then disseminate the recommendations to 
all relevant hospital employees.

Filgastrim
In 2010, fi lgrastim was added to a ‘substi-
tution list’, permitting pharmacists to auto-
matically substitute the biological drug 
Neulasta with fi lgrastim, to stimulate price 
competition for use outside hospitals. 
Consequently, Amgen, the manufacturer 
of Neulasta and the Association of the 
Pharmaceutical Industry in Norway took 
the Norwegian State to court. The court 
ruled that inclusion of fi lgrastim on the 
pharmacies’ substitution list was illegal, 
because the legislation supported only the 
inclusion of generic drugs, but not biosim-
ilars, on the substitution list. The authori-
ties have not actively marketed fi lgrastim 
to support the use of biosimilar fi lgrastim 
or biosimilar epoetin. The impact of bio-
similar fi lgrastim is shown in Figure 1.

Introduction
Drug budgets and total healthcare expendi-
ture can vary between countries, but budget 
restrictions, even in high-income countries, 
such as Norway, are common to all.

When an original biological drug goes off 
patent, substituting treatment with biosimi-
lars can reduce the cost of treatment. This 
can free up resources to treat more patients 
and maximize health care within a fi xed 
budget. It can also enable cost savings to 
be channelled into developing new, effec-
tive treatments. It is also possible to put 
drugs out to tender to reduce the price of 
originator drugs. In Norway, the overall 
effect of existing biosimilars on prescrip-
tions has varied. Why has this happened 
and what can we learn from this?

Biosimilar drug approvals in Norway
In April 2006, Omnitrope (somatropin) was 
the fi rst biosimilar drug to be approved in 
Europe; in March 2015, Zarxio (fi lgrastim-
sndz) became the fi rst biosimilar product 
to be approved in the US. Norway has 
approved biosimilar versions of the bio-
logicals somatropin, epoetin, fi lgrastim 
and infl iximab.

Biological drugs for the treatment of rheu-
matoid arthritis, ankylosing spondylitis, 
Crohn’s disease, ulcerative colitis, psoriatic 
arthritis and psoriasis were the fi rst group 
of drugs transferred from National Insur-
ance funding to hospital funding for drugs 
used outside hospitals from June 2006.

Epoetin and fi lgrastim are used for in- 
hospital treatment (paid by the regional 
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The example of fi lgrastim shows that dif-
ferent levels of discounts can be obtained 
with and without a tender. This situation 
also applies to epoetin. Tenders in the hos-
pital segment give discounts of up to 89%, 
whereas discounts outside hospitals, with-
out a tender, vary between 25% (epoetin) 
and 50% (fi lgrastim). The high discount 
in hospitals could be infl uenced by the 
expectation of obtaining high market share 
outside hospital along with higher prices. 
The respective market share for these two 
products are quite high, but it has taken 
several years to achieve them, see Figure 1. 
More competition for fi lgrastims and epo-
etins could result if the regional health 
authorities were responsible for funding 
care outside of hospitals.

Somatropin
Somatropin is used for home treatment 
for which national insurance pays. Soma-
tropin is not included in any  tender. 
Pharmaceutical tenders in Norway cover 
only drugs paid for by hospitals. The 
prices for biosimilar somatropin have 
been 18–29% below the average for 
the originator’s somatropin. The manu-
facturer of the originator’s somatropin 
actively marketed the product, whereas 
 manufacturers of the biosimilar somatro-
pin did not. The  biosimilar market share 
has grown slowly. In 2013, to speed up 
sales, the  Norwegian Medicines Agency 
published a list of somatropin prices on 
their website, with a recommendation for 

doctors to prescribe the cheapest [1]. The 
effect of this attempt to increase competi-
tion from biosimilar somatropin was neg-
ligible. Market share (units) for biosimilar 
somatropin has only increased from 0.1% 
in 2011 to 6.7% in the fi rst quarter of 2015. 
The impact of biosimilar somatropins is 
shown in Figure 2.

The example of somatropin shows the 
effect of a biosimilar entry with low dis-
counts, little follow-up, and no require-
ment to use the cheapest product, resulting 
in low market share even after several 
years on the market, see Figure 2. Auto-
matic substitution could work well for this 
type of product, but would be illegal under 
existing laws. Higher discounts will not 
increase sales without any requirement for 
biosimilar use. Stipulating use of biosimi-
lars is diffi cult to enforce when funding is 
provided by national insurance. Transfer of 
funding from national insurance to regional 
health authorities (H- prescription) allows 
for somatropin to be included in a national 
tender. This could considerably change the 
market share of biosimilar somatropins and 
elicit higher discounts.

Infl iximab
Biosimilar infl iximab was launched in 
Norway in December 2013 (Remsima 
[Orion] and Infl ectra [Hospira]). Hospitals 
pay for treatment at home (H- prescription 
and hospital prescription) and for in- 
hospital treatment. A national, annual 

tender for this group started on 1 March 
2007. A ranking based on a one-year cost 
for each indication, calculated separately 
for home treatment (injection) and hospi-
tal treatment (infusion), is used to decide 
which recommendations are made for the 
treatment of new patients and for patients 
who need to change treatment.

Biosimilar infl iximab entered this  tender on 
1 February 2014. The 2014 tender lasted 
from 1 February 2014 to 28  February 2015. 
In this period, Orion offered a 39% discount 
on Remsima compared with the Remicade 
tender price and a 45% discount compared 
with the Remicade list price. The 2015  tender 
started on 1 March 2015 and lasts a year. 
The Remsima discount is 69%  compared 
with the Remicade tender price and 72% 
compared with the Remicade list price.

NOR-SWITCH: innovator versus 
 biosimilar comparison
Health personnel, politicians, patient orga-
nizations, and health bureaucrats all have 
relatively little knowledge of biosimilar 
drugs. The pharmaceutical industry has 
exploited this lack of knowledge to pro-
mote a negative image of biosimilars, which 
has made it diffi cult for health authorities to 
promote the use of biosimilar drugs.

As a response to this, the Ministry of 
Health has recently funded a study, NOR-
SWITCH, to compare the innovator drug 
infl iximab (Remicade) with the  biosimilar 

Figure 1:  Biosimilar fi lgrastim market share

Bars show biosimilar fi lgrastim market share in volume. The line shows the average 

 biosimilar fi lgrastim discount.

Source: Farmastat (database with only Norwegian market data)

Figure 2:  Biosimilar somatropin market share

Bars show biosimilar somatropin market share in volume. The line shows the average  biosimilar 

somatropin discount.

Source: Farmastat (database with only Norwegian market data)
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infl iximab (Remsima) after switching from 
Remicade. This study is designed to 
generate safety and effi cacy data about 
treatment with Remsima. It is believed, 
however, that the announcement of the 
study has inhibited sales of Remsima 
as clinicians and patient organizations 
await the results, which are expected in 
2016 [2]. Although preliminary experience 
with Remsima has been positive, patient 
organizations are hesitant to recommend 
switching until the results are published. It 
is unclear whether this hesitation is a result 
of negative industry-supported biosimilar 
presentations given to patient organiza-
tions. Nevertheless, positive experience 
in hospitals, and the considerable lower 
prices for Remsima, has already boosted 
the market share for this drug, see 
Figure 3.

Lessons learned from the biosimilar 
experience in Norway
A national tender is an effective way to 
obtain the best prices and is feasible even 
in countries in which different regions 
have their own pharmaceutical budgets. 
In Norway, the system that works best 
to maximize biosimilar competition is 
the H-prescription system in which the 
regional health care is responsible for 
funding drugs used in hospitals and at 
home, and when all these drugs compete 
in a tender process. Success requires a 
combination of actions. The TNF biosimi-
lar tender is an example of this approach, 
as it was the fi rst H- prescription group with 

bio similar competi tion, i.e.  biosimilar 
infl iximab.

The LIS tender process makes it easy 
for biosim ilars to enter the healthcare 
 system quickly if their price is suffi  ci ently 
low, and to become the recommended 
drug for all approved indications. It also 
provides good ‘marketing’ through the LIS 
meetings and LIS contacts. This is a real 
advantage and opportunity for companies 
with limited marketing resources, often a 
reality for the companies marketing bio-
similars, but also to other biopharmaceu-
ticals manufacturing companies.

Biosimilar infl iximab has had a more rapid 
penetration into the market than other bio-
similars available in Norway, even though 
the NOR-SWITCH may have slowed down 
access to Remsima [2]. Several factors 
have contributed to this. Its low price puts 
 Remsima at the top of the ranking for all its 
in-hospital treatment indications. Drug costs 
for in-hospital Remsima are much lower 
than are the drug costs for home treatment 
with injectable products, which can result 
in a larger proportion of treatments being 
carried out in hospitals. Specialists and hos-
pital management both support the recom-
mendations. LIS quickly makes information 
on recommendations public and widely 
available as described above. Close contact 
between specialists, clinicians, pharmacists, 
patient organizations and the pharmaceuti-
cal industry is an important foundation for 
success.

Conclusion
Several originator 
pharmaceutical 
companies will 
soon introduce 
biosimilars into 
the market place. 
They argue that 
this demonstrates 
a positive atti-
tude of the origi-
nator industry 
towards biosimi-
lars. This may be 
true in the future, 
but currently the 
use of biosimilars 
is of little or no 
benefi t for origi-
nators, whose 
marketing activi-
ties in Norway 
over the last few 
years have been 

nominal. On the basis of these facts, what 
is the answer to the original question ‘What 
works?’ How can we design a successful 
biosimilar uptake strategy?

Knowledge about biosimilars is often 
poor, and largely based on presentations 
from the originator industry. Knowledge 
must improve. Physicians, pharmacists, 
payers and patient organization must 
receive unbiased, continuously updated 
information on the use of biosimilars. 
Health authorities must be responsible for 
providing this information, organizing a 
system that facilitates or requires the use 
of biosimilars when available (if regarded 
equally safe and effective to use), and be 
favourably priced. Models, such as use of 
preferred drug lists or provision of instruc-
tions for biosimilar use are two of many 
possibilities that could be useful.

Knowledge, instructions for use,  tenders 
and a combination of actions are all 
needed to generate successful biosimilar 
uptake. Current resources are insuffi cient. 
Increased use of biosimilars may require 
an increase of allotted resources to gen-
erate savings that can be used to treat 
patients more effectively, increase the 
provision of health care, and even save 
lives.
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Figure 3:  Biosimilar performance since launch

Bars show Remsima market share in volume. The line shows the Remsima discount compared 

with the Remicade tender price.

Source: Farmastat (database with only Norway market data)


