EDITORIAL

GaBiJournal

Generics and Biosimilars Initiative Journal

For personaliseonly. Not to bereproducedvithout permissiorof the publisher(editorial @gabi-journal.ne

Health authority perspective on

biosimilars

Brian Godman, BSc, PhD

Dr Brian Godman reviews Mr Gustaf Befrits’ paper on the
case for biosimilars from a payer’s perspective. Biosimi-
lars are increasingly important to payers with growing
resource pressures. However, key issues need addressing

to fully capture their benefits.
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ustaf Befrits has provided

us with an important insight

into biosimilars from a

payer’s perspective [1]. Key

areas include the fact that
healthcare systems are under increasing
resource pressures due to well-known
factors, including an ageing population,
stricter clinical treatment targets and the
continued launch of new premium priced
drugs [2, 3]. The latter includes new bio-
logical drugs, with almost 300 identified in
a quick internet search [1]. These can cost
up to US$25,000/patient/month [4], in part,
due to the complexity of production [1].
Their costs have become more visible in
recent years with many standard oral drugs
now available as low cost generics (2, 3].
Sweden has seen low prices for gener-
ics with mandatory generics substitution
with the lowest cost generics [1, 3], and
more recently with monthly auctions [3].
Demand-side measures have also appre-
ciably enhanced the prescribing of gener-
ics versus patented products in a class or
related class [2, 3]. As pointed out, this
builds on the accepted premise of substi-
tution as well as similarity of the products
in a class [1]. However, further reforms are
needed [1].

Consequently, as noted by Befrits, biosim-
ilars are an attractive proposition among
payers to create headroom for increased
volumes as well as new premium priced
drugs, acknowledging that price reduc-
tions will not be of the same magnitude

as with small molecule oral drugs. This is
in view of the complexities involved with
their production process as well as clini-
cal trial and post-marketing surveillance
requirements [1]. Prices for small molecule
oral generics can be as low as 4% of the
originator price in Sweden [3]. Typically,
price reductions for biosimilars are not as
great, averaging between 15% to 30% of
the originator price in both Europe and
US [5, 6]. In Austria, price reductions are
48% for the first multiple sourced bio-
similar; mirroring the situation for small
molecule oral generics [2]. As a result of
the high prices of originators, there is
considerable potential to save costs even
at these discounts [6, 7]. In Europe, pro-
jected sales for filgrastim (with six bio-
similars) are envisaged to exceed those
of Neupogen (originator) during 2012
at US$156 million vs US$129 million for
the originator [5]. Overall, biosimilars are
expected to save between Euros 11.8 bil-
lion and Euros 33.4 billion between 2007
and 2020 across a range of European
countries [7]. This will be helped by
the growing number of biosimilars—14
approved for marketing by the European
Medicines Agency by mid-2012 [8].

However, a number of key issues need to
be addressed or else it will be increasingly
difficult for health authorities in Europe
to maintain comprehensive and equitable
health care, argues Befrits. Otherwise,
there could be negative attitudes towards
new expensive biological drugs [1].

One major issue highlighted is substitut-
ability. Currently, there is typically no
substitution among ambulatory care phar-
macies in Europe, enhanced by recent EU
pharmacovigilance legislation that came
into effect in July 2012 [8, 9]. This is due
to differences in manufacturing processes,
and biosimilars cannot be assumed to
share an identical safety profile with the
originator [8]. Compulsory international
non-proprietary name prescribing is also
waivered for biopharmaceutical prod-
ucts [10]. The only exception is Germany
where there is currently a short list of ‘bioi-
denticals’ that can be substituted [11]. This
came into effect in October 2011. These
products can be substituted as their pro-
duction processes are considered identical.
There are also prescribing targets for bio-
similars among physicians in Germany [12].

Data on the frequency of switching is
scarce, although seen most frequently with
erythropoietins [13]. A recent study found
no evidence from trials or post-marketing
surveillance that switching to and from
different biopharmaceuticals leads to
safety concerns [13], with similar safety
profiles between recombinant erythro-
poietins [14]. However, others have con-
cerns [8]. Confidence in biosimilars should
be enhanced by recent tightening on EU
regulations [8] as well as further studies in
this area [14].

In conclusion, Befrits highlights key issues
surrounding biosimilars. As mentioned,
there is an urgent need among health
authorities and health insurance companies
to enhance the utilisation of biosimilars at
prices acceptable to all key stakeholder
groups. This will build on current mea-
sures in Austria and Germany, as well as
potential activities and incentives [15]. This
will be explored further in future articles.
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