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How To Win The Biosimilars
Race in The EuropeanLooking
Onco-Therapeutics Market
in 2020?
Looking
Forward,
Back

Biosimilars in OncoTherapeutic Segment
in The European Union

T

he market has been growing for biosimilars
in the European Union (EU), however, the rosy
picture is expected to change as the long term
sustainability of the pharmaceutical market is expected
to come under lens due to shortage of big biologic
patent expiries, entry of Chinese and Singaporean drug
manufacturers, slight change of focus to Russian and
Central Europe region and also because of a growing
number of new innovative drugs targeted at focused
patient groups.
Although majority of markets in the EU have access to
biological medicines, restrictions are mainly dependent
on local organization of the healthcare system and
varies across the region. In 2019, due to growing
concern over onco-therapeutics and cost of care,
many countries are willing to include biosimilars for

reimbursement, however, it has been observed that
maybe for commercial reasons they are not always
marketed as they should have been. In two thirds of
countries in the EU, originator and biosimilar products
may be subjected to internal reference pricing systems.
Few countries have implemented specific incentives
targeting physicians. Most countries have put in place
specific supply-side policies for promoting access to
biosimilars.
Since biologicals are often expensive, funding
is necessary to support patient access to these
treatments. Entry of Chinese players and other Asia
Pacific players are expected to intensify the price war.
The following list gives an overview of biosimilars that
were funded in the selected countries across the EU till
2017.

Table 1. Brand names of key funded biosimilars for Oncology in different countries in the EU
Country

Filgrastim

Epoetin

Austria

• Accofil®
• Ratiograstim®
• Zarzio®

• Abseamed®
• Binocrit®
• Retacrit®

Belgium

• Accofil®
• Tevagrastim®
• Zarzio®

• Binocrit®
• Retacrit®

Bulgaria

• Zarzio®

Infliximab

Etanercept

(Inflectra® under
review; Remsima® under
review)

(Benepali®
under review)

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®

• Benepali®

• Binocrit®
• Retacrit®

• Bemfola®

• Inflectra®
• Remsima®

Croatia

•
•
•
•

Accofil®
Grastofil®
Tevagrastim®
Zarzio®

• Binocrit®
• Retacrit®

• Ovaleap®
• Bemfola®

• Inflectra®
• Remsima®

Czech
Republic

• Accofil®
• Tevagrastim®
• Zarzio®

• Binocrit®
• Retacrit®

• Ovaleap®
• Bemfola®

• Inflectra®
• Remsima®
• Flixabi®

• Benepali®

England, UK

• Ratiograstim®
• Tevagrastim®
• Zarzio®

• Binocrit®
• Retacrit®

• Bemfola®

• Inflectra®
• Remsima®

• Benepali®

Estonia

• Tevagrastim®
• Zarzio®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®
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Country

Filgrastim

Epoetin

Follitropin

Infliximab

Finland

• Accofil®
• Ratiograstim®
• Zarzio®

•
•
•
•

Binocrit®
Retacrit®
Binocrit®
Retacrit®

• Bemfola®

• Inflectra®
• Remsima®

Germany

•
•
•
•
•
•

Accofil®
Filgrastim Hexal®
Grastofil®
Ratiograstim®
Tevagrastim®
Zarzio®

•
•
•
•
•

Abseamed®
Binocrit®
E
 poetin Alfa Hexal®
Retacrit®
Silapo®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®
• Flixabi®

• Benepali®

France

•
•
•
•

Accofil®
Ratiograstim®
Tevagrastim®
Zarzio®

• Binocrit®
• Retacrit®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®
• Flixabi®

• Benepali®

Germany

•
•
•
•
•
•

Accofil®
F
 ilgrastim Hexal®
Grastofil®
Ratiograstim®
Tevagrastim®
Zarzio®

•
•
•
•
•

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®
• Flixabi®

• Benepali®

Ireland

•
•
•
•

Grastofil®
Ratiograstim®
Tevagrastim®
Zarzio®

• Retacrit®

• Bemfola®

• Inflectra®
• Remsima®

• Benepali®

Italy

•
•
•
•

Accofil®
Ratiograstim®
Tevagrastim®
Zarzio®

• Binocrit®
• Retacrit®

•
•

• Inflectra®
• Remsima®

• Benepali®

Latvia

• Accofil®
• Tevagrastim®
• Zarzio®

• Retacrit®

• Ovaleap®

• Inflectra®
• Remsima®

• Benepali®

• Inflectra®

• Benepali®

Abseamed®
Binocrit®
E
 poetin Alfa Hexal®
Retacrit®
Silapo®

Bemfola®
Ovaleap®

Malta

Etanercept

Netherlands

• Accofil®
• Tevagrastim®
• Zarzio®

• Abseamed®
• Binocrit®
• Retacrit®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®
• Flixabi®

• Benepali®

Poland

•
•
•
•

• Binocrit®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®

• Benepali®

Portugal

• Accofil®
• Zarzio®

• Binocrit®
• Retacrit®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®

• Benepali®

Slovenia

•
•
•
•

• Binocrit®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®

Accofil®
Grastofil®
Tevagrastim®
Zarzio®

Accofil®
Grastofil®
Tevagrastim®
Zarzio®
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Country

Filgrastim

Epoetin

Follitropin

Infliximab

Etanercept

Spain

•
•
•
•

Accofil®
Ratiograstim®
Tevagrastim®
Zarzio®

• Binocrit®
• E
 poetin alfa Hexal®
• Retacrit®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®
• Flixabi®

• Benepali®

Sweden

• Accofil®
• Ratiograstim®
• Zarzio®

• ( Binocrit®: not on
the market at the
moment, 04/2017)
• Retacrit®

• Bemfola®

• Inflectra®
• Remsima®

• Benepali®

Iceland

• Zarzio®

• Bemfola®

• Inflectra®
• Remsima®

• Benepali®

Norway

• Tevagrastim®
• Zarzio®

• Bemfola®
• Ovaleap®

• Inflectra®
• Remsima®

• Benepali®

Russia

• Tevagrastim®
• Zarzio®

Serbia

• Tevagrastim®
• Zarzio®

• Retacrit®

• Binocrit®

• Inflectra®
• Remsima®

*Acofil – has been used in 70% cancer patients with neutropenia; * some brands were used for indications other than
cancer

Incidence of Cancer in The European Union,

Differential Expenditure
on Therapy

T

he European Union (EU) is vast and the incidence
of cancer varies from one region to another.
Reports have suggested that although there is a
steady decline in cancer mortality in Western Europe
(WE), the trend is opposite where more cases have been
reported in Central and Eastern Europe (CEE). One of the
largest discrepancies between WE and CEE is the level of
investment in cancer research and care. Eastern Europe
lags behind Western Europe when it comes to oncology
research, diagnosis and infrastructure for early detection
of disease.
Based on the research published in Oncologist in 2019,
average expenditure on oncology drugs per capita as
well as per new cancer case was found to be 2.5 times
higher in WE compared to CEE.
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Availability of Oncology drugs

100%
Germany

91%

Remaining
Western Europe

37 - 86%

Central and Eastern
Europe

Availability of oncology drugs was highest in Germany
(100%), relatively similar in WE (average of 91%), but
in CEE it ranged from 37% to 86%, with an average of
70%. Annual expenditures on all oncology drugs per
new cancer case was significantly negatively correlated
with the M/I ratio (Spearman’s ρ = -0.90, p < .001). So
where should the marketing teams of drug companies
focus? Is WE more attractive than CEE or Russia can be
the new destination in 2020?

The expenditures per cancer case in WE ranged from
€11,586 in Italy to €17,879 in Switzerland, a difference
of 54%. In contrast, the difference in expenditure
between Serbia (the CEE country with the smallest
expenditure) and Slovakia (the one with the largest
expenditure) was very high. In CEE, the correlation
between the percentage of GDP spent on oncology
drugs in 2013 and relative change in expenditures from
2013 to 2015 was positive and low (Spearman’s ρ =
0.20), and in WE, it was even smaller (Spearman’s ρ =
0.11). Availability of oncology drugs, defined as “any
sales for 35 oncology drugs” during 2015, was highest
in Germany (all 35 oncology drugs were commercially
available, 100%) and relatively similar in WE with
an average of 91% availability. In CEE, availability
ranged from 37% in Bosnia and Herzegovina to 86% in
Hungary, with an average of 70%.
Figure 1: Oncology Drug Spending 2010-2020E
(European Union vs Rest of the World)

This discrepancy between CEE and WE oncology
market has multiple drivers and restraints. Some of
them may include:

162.9

• D
 ifferential risk factors

106.5

• L
 ate diagnosis and lesser primary prevention

83.6

• L
 ow access to cancer screening, quality care
and availability of novel drugs, in some markets
of the EU
• E
 pidemiology of cancer varies with few
available treatment options (quality care and
availability of novel drugs)
• S
 hortage of radiotherapy and other equipment
in CEE as compared to WE.
• Absence of comprehensive cancer registries
There is marked difference of cancer incidence in CEE
and WE, hence, manufacturers of onco-drugs must
be prepared with differential strategy while pushing
their drugs in this region, as “One Size Fits All” is not
applicable here.
Another factor which makes the market in the EU
different from US and other regions is the cost of
anticancer drugs. A report found that when adjusted
for inflation, expenditure on cancer care per capita
increased in the EU between 1995 and 2014 by 56%,
and this increase was larger by one third in CEE than in
WE. Surprisingly, the share of cancer care in the total
health expenditure in the EU has been stable, which
implicates that total health expenditures increased
almost at the same pace.
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European Union

30.7
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Rest of the World

Overall expenditure on oncology drugs had increased
from 2013 to 2015 in all CEE countries except the
Czech Republic and Romania, where there has
been insignificant decline; whereas, in Serbia, the
expenditure remained unchanged. However this trend
is expected to decrease by the time the market reaches
2020. Analysts predict that the EU will spend as low as
19% compared to 24% in 2015. There are indications
that overall costs for all prescription drugs may
increase more than did the costs for oncology drugs
in all countries except the Czech Republic, Romania,
Bosnia, and Herzegovina.
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A

s per reports published in Oncologist (2018),
of the 35 oncology drugs that were available in
the European Union (EU) in 2015, each market
showed variations in terms of availability.
Accessibility of Oncology drugs in the EU

100%

97%

91%

54%

37%

80%

Germany

France

Bosnia and
Herzegovinia

Sweden, Austria

Serbia

Slovakia

74%

Bulgaria
Western Europe had an average 91% availability of
cancer drugs compared to 70% in Eastern Europe.
The first biosimilar was introduced in the EU in 2006, as
of 1st May 2019, there are 54 authorized products in the
EU while just 19 in the USA. The EU is one of the major
markets for biosimilars however the growth varies
from region to region. Majority of physicians still want
evidence before they would switch brands or therapy.
To counter the growing competition from biosimilars,
many companies with originator products have started
offering new patient services and support programmes,
something which was more of a trend in the USA than
the EU.
Roche is an example of a company which has
developed updated originator products with more
convenient drug delivery mechanisms. It had launched
its subcutaneous trastuzumab in the EU, and had been
successful in retaining market share as biosimilar
versions of the IV formulation reached the market.
There were others who followed the trend and studies
across the EU have found that approximately 2025% of the volume of trastuzumab is now available
as subcutaneous, based on the convenience and
cost saving of reducing ‘chair time’ for patients. The
market also saw entry of companies such as Celltrion
and Samsung which have created a major impact in
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EU. Their products have resulted in dramatic price
reductions in the Scandinavian markets, where some
originator products have lost almost all of their market
share. Still we find variations in adoption of biosimilars
across the EU.

Payer driven switching incentives are
only available in few markets of the EU.
This results in weaker implementation of
biosimilars as prescription drugs. Biosimilar
price evolution varies from single wining
tenders where the penetration is higher
and leads to accelerated price erosion for
payers and thus higher saving for payers in
short term. Contrary to that, multiple winning
tenders leads to less aggressive price erosion
but offer physicians to gain experience with
newly launched biosimilar products and
maintains more choice while prescribing
effective medicines for patients. Step wise
prescription switching from originator to
biosimilars in still not prevalent across the EU.
There are reports from market where certain hospitals
have relied in IV administration of Herceptin while other
may heavily rely on the subcutaneous formulation. In
case the subcutaneous formulations are not available,
then switching biosimilar is not an option for the
treating physician.
While comparing the region entirely, Western Europe
has increased the usage of biosimilars compared to
rest, with each subsequent launch e.g. Germany, leads
the market when it comes to adoption of biosimilars
(infliximab biosimilars)
In 2018, it was reported that the UK’s National
Health Service (NHS) saved just approximately £160
million by using biosimilar versions of infliximab and
etanercept. While in other markets of the EU, uptake of
adalimumab biosimilars (entered the market in October
2018) from companies such as Amgen and Biogen, has
been quickly adopted by the market. Data in November
2018 had shown that 14 European Union countries were
using adalimumab biosimilars in preference to Humira,
the branded version of adalimumab. The adoption rate
of biosimilars is remarkable in the EU as compared to
the USA.
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Additionally, the list and net prices for biologics
(including the originator) have shown price reduction
after the introduction of biosimilar in that market.
2018 was also significant as biosimilars Tranzimera
(USA) and Ontruzant (European Union) were approved,
providing more access for patients to this life-saving

drug. 2019 marks the entry of Chinese and Singaporean
drug manufacturers in the market.
Biosimilars have a strong presence and a longer
growth period in the region. Till July 2019,the following
biosimilars were under review in EMA

Table 2. Brand names of key funded biosimilars for Oncology in different countries in the EU
Common
Name

Therapeutic Area

Number of
Applicants

Adalimumab

Immunosuppressant

1

Etanercept

Immunosuppressant

1

Rituximab

Antineoplastic medicine

3

Teriparatide

Calcium homeostasis

3

Trastuzumab Antineoplastic medicine

2

Total

10

EMA approved
originator (s)

Original company (ies)

10 or more biosimilars are expected to enter the market in 2020 leading to more options for
physicians. In July 2019, Korea-based Samsung Bioepis (Samsung and Biogen’s joint venture)
announced that the application for approval of its proposed bevacizumab biosimilar SB8 has been
accepted for review by EMA. Considering the number of applications received by EMA, new players
from across the globe are looking at the European Union as an opportunistic market in 2019-2020.

Past Hurdles for Biosimilar
Manufacturers in OncoTherapeutic Segment

W

hile the recent advances in innovative
therapeutics is reducing the gap and bringing
next-generation treatment options to providers
and patients, thereby leaving lesser opportunity of
prior-generation use. The adoption rate of biosimilar

www.sganalytics.com

varies and so does the competition from local players
and outsiders.
While the last decade witnessed the impact of patent
expiry (ies), the number of new blockbuster biological
are just few and shall compete with biosimilars in the
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same market for the next five years. The manufacturers
of biosimilars makers may have to look for long-term
plans.
The European market also has less clarity when it
comes to sustainability of hospitals and non- hospital
budgets while adopting biosimilars. With uncertainty
over Brexit deal, till February 2020, the market shall
continue to remain confused between the EU and the
United Kingdom.
Mentioned below are few hurdles explained:
• E
 xisting Political Complexity Across the EU
• V
 ariation in Tendering System Across the EU
Impacts Penetration of Biosimilars
• S
 ome Markets Inclined Towards Generics
/ Others towards Biosimilars – Physicians
Still Considering Usage of Biosimilars,
Comprehensive Real World Data Missing
• C
 ompetition Varies All Across the EU

Existing Political Complexity Across
the EU
The EU had partially approved the shape of its next
giant research-spending programme in 2019, however,
it faces political tensions.
As per reports published in Nature, a 3-year testing
phase will commence from 2019 which will be focused
up to 10% of Horizon Europe’s budget on a handful of
missions including Five proposed areas written into
April’s agreement are climate change; cancer; oceans
and other waters; smart cities; and soil and food.
For scientists from countries that spend little on
research, the EU’s centralized research programmes
represent hope. As yet, no budgets have been
assigned for the developing the EU research missions.
Discussion as to the size of any cancer moon shot will
be part of a broader negotiation on the overall shape of
the EU’s Horizon Europe research programme, running
from 2021-2027. Alongside cancer, other similarly
ambitious proposals are being scrutinized, including
plans to limit plastic pollution in the oceans and to
build the world’s first quantum computer.
Although the newer approach of R&D funding is
converging, still the uncertainty over political and
economic stability in some regions is doubtful and may
impact the onco-research also.
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 ariation in Tendering System
V
Across the EU Impacts Penetration of
Biosimilars
It has been observed that moderate biosimilar uptake
happens at places where national tenders are not
floated including markets such as Germany, The
Netherlands, France, Italy, and Spain. One of the main
reasons that has been felt was the decision makers
or physicians who take more time to become familiar
with the biosimilar products before they even start
prescribing them on a regular basis. In contrast
to markets when a national tender is floated, the
companies manufacturing biosimilars have been able
to penetrate faster and higher through single tender
and as single winners as has been observed in Norway
and Denmark, recently.

Some Markets Inclined Towards
Generics / Others towards
Biosimilars – Physicians Still
Considering Usage of Biosimilars,
Comprehensive Real World Data Missing
Markets such as Italy have shown preferential
treatment towards generics. There have been
mandatory discounts given on generics from 20%
to max 70% which makes the market for biosimilars
totally nonviable.
Despite the rigorous regulatory requirements put
on biosimilars, many frontline clinicians are still not
convinced that these substitutes are as safe and
effective as the originator products. It’s clear that
oncologists in particular will look very closely at the
evidence base for new cancer biosimilars reaching the
market, and will need to be won over by the data; they
won’t be convinced with experience of biosimilars in
other therapy areas.
That is going to require Real World Evidence (RWE)
alongside published research and peer reviewed
papers to provide that credibility. At this point except
for few analytics companies which offers real world
data, the market lacks credible data.

Competition Varies All
Across the EU
Foreign players are active in the EU. Korean biosimilars
manufacturer Samsung Bioepis had acquired more
than 60% of the adalimumab market share in Germany
for Imraldi (adalimumab biosimilar). Samsung Bioepis’s
total sales for three of its biosimilars in Europe reached
US$545.2 million in 2018 and in 2019, the sales are
going strong. Amgen’s Amjevita (ABP 501), Fujifilm
Kyowa Kirin Biologics/Mylan’s Hulio (FKB327) and
Hyrimoz (GP2017) made by Sandoz were launched
since October 2018. Germany is one of the biggest
9
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market in the Europe for Humira, with 28% captured
alone by Germany out of the total European market,
and was worth US$1.15 billion in 2017. In 2019, China
and Singapore drug manufacturers have applied for
EMA approvals in biosimilars.
Samsung Bioepis is currently participating in a product
supply tender in major European markets, including the
UK, France and Italy, as well as in Germany. Another
biosimilar, Infliximab too has one of the highest
levels of competition in Europe. Back in 2013, the
first infliximab biosimilar was approved and Inflectra/
Remsima came into the market. Since then there are
four infliximab biosimilars in the same market.
Considering the sales in 2018, Benepali (etanercept),
Flixabi (infliximab) and Imraldi (adalimumab) registered
an increase by 44% in 2018 compared to 2017. The
demand is growing and so is the competition.

There are markets such as Poland and Norway where
lack of proper guidelines on biosimilars has made
the penetration possible but not enough to replace
the automatic substitution in pharmacies. There is no
such recommendation at that level and the confusion
continues. Recently approved such as Trastuzimab,
Pegfilgrastim, Adalimumab and Bevacixumab
have limited competition in the European market,
however, these biosimilars are expected to face more
competition from 2020 onwards.
Based on MAT published in September 2018 and
internal research of SG Analytics (till July, 2019),
the competition in the European market has been
visualized as follows:

Table 3. Competition in the European market
Country

Etanercept

Infliximab

Rituximab

Trastuzumab Pegfilgrastim

Adalimumab

Bevacizumab

Denmark

2

1

4

1

1

1

1

France

2

5

4

1

1

1

1

Germany

5

5

5

1

1

1

1

Hungary

N/A

2

3

N/A

1

N/A

N/A

Italy

4

5

4

1

1

N/A

1

Netherlands

3

5

4

N/A

N/A

N/A

N/A

Norway

2

4

2

N/A

N/A

N/A

N/A

Poland

4

4

N/A

3

N/A

N/A

N/A

Romania

2

4

N/A

N/A

N/A

N/A

1

Spain

3

5

3

N/A

1

N/A

1

Sweden

4

5

1

1

1

1

1

UK

4

5

4

N/A

2

1

1

Herfindahl-Hirschman Index (HHI) index based 1= low level of competition and 5 =high level of competition. (n/a =
data not available)
The HHI is a commonly accepted measure of market concentration. It is calculated by squaring the market share
from each firm competing in a market and them summing the resulting numbers. It can range from close to zero to
10,000.
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T

he US-based drug maker Mylan launched its
adalimumab biosimilar, Hulio, in Spain in July
2019 marking Mylan’s entry in the Spanish market.
Mylan and partner Japan-based biosimilars developer
Fujifilm Kyowa Kirin Biologics received European
Union Commission (EC) approval for their adalimumab
biosimilar Hulio (FKB327) in September 2018, however
it took them 1 year to enter the Western European
market, due to competition and pricing issues.
Hungary-based Gedeon Richter (Richter) launched
its teriparatide biosimilar Terrosa in the EU in August
2019, an action that was followed immediately after the
patent expiry of the reference product Terrosa has been
approved in adults for the same indications as Eli Lilly’s
Forsteo, i.e. used for the treatment of osteoporosis in
postmenopausal women and in men at increased risk of
fracture and treatment of osteoporosis associated with
sustained systemic glucocorticoid therapy in women
and men at increased risk for fracture. In Q4, 2019, the
competition of teriparatide biosimilar is expected to
increase further.

In another interesting development, Singapore-based
Prestige Bio Pharma launched it’s trastuzumab
biosimilar Tuznue (HD201) in limited European
markets under exclusivity (by UK-based Mundipharma
International (Mundipharma) and its independent
associated companies). Tuznue is a biosimilar of
Roche’s Herceptin (trastuzumab) that has been used
to treat patients with human epidermal growth factor
receptor 2 (HER2)-over expressing breast cancer,
HER2-overexpressing metastatic gastric cancer or
gastroesophageal junction adenocarcinoma.Prestige
had received EMA approvals in May this year.
Considering China as a major market for biosimilar
research, China-based Shanghai Henlius Biotech
(Henlius) submitted it’s proposed trastuzumab
biosimilar (HLX02) to European Medicines Agency in
June 2019.
Currently the EU biosimilar market is heading towards
intense competition from the US drug makers, followed
by Japan, South Korea, India, China, and others.

Future of Biosimilars in Onco-Therapeutics
in The European Union, Small Player
are on the rise in 2020

T

he European Medicines Agency (EMA) pioneered
a dedicated route for approval of biosimilars in
the European Union (EU) in 2006. Currently, the EU
is the most mature market for biosimilars, worldwide.
In fact, the regulations put in place by the EU have set
the tone for developing biosimilars in rest of the world.
In March 2018, there were over 40 EMA approved
biosimilars. In 2019, there are 25 approved biosimilars
in the region. Unconfirmed reports suggest that upto
54 biosimilars are available in the market. The EU shall
remain one of the best markets for biosimilars, however,
convergence of technology, customization and novel
pricing strategy shall remain the key for success in the
EU market. So far there are no reports of counterfeit
biosimilars in the market, however its not clear whether
the future market will compete with counterfeits.

www.sganalytics.com

As the market heads towards 2025, there has been a
significant shift in the approach by big players in the EU
market. The EU is expected to see discounts averaging
about 30% with additional discounts from tender
bidding and competition in some countries.
According to a report on competition in the EU, price
discounts impacted the uptake of biosimilar use.
Romania registered 62% drop in the list price of
filgrastim in 2016 compared with the year the first
biosimilar launched led to a 2,542% increase of use
by volume. Simultaneously, 61% drop in the price of
filgrastim in Slovakia pushed use up by 509%. And
in Norway, where filgrastim was widely used before
biosimilars were available, the follow-ons boosted
volume by 164%. In the EU, substitution is up to
the regulators in each member state. For example,
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Figure 2: Convergence of Healthcare model in the EU in 2025
Increasingly payers are
seeking to more closely tie the
value of a drug to its price,
leading to the increasing
penetration of outcomesbased payment strategies in
the oncology space

From the ‘one-size-fits-all’
concept, to most responsive
“combinations Regimen” - to
cover not only treatment but
also the prevention of cancer

Personalized
Care Practices

Novel Pricing
Strategy

Business and operating models by 2025
have to align with a need to enhance health
outcomes as well as sustainability, rather
than just cost containment within oncology.

Competition to intensify as
small players are introducing
new biosimilars in the
oncology segment creating
price war.

Shift of Business
and Operational
Models

Convergence of
Technology

regulators in Denmark recommended that physicians
switch patients from Remicade to the Celltriondeveloped biosimilar, resulting in the follow-on
capturing 90% of the Danish market within the first six
months of its launch. In France, use of the infliximab
biosimilar is encouraged in treatment-naïve patients.
The customization practices are on a rise in the EU and
shall be more evident in the Eastern and Central Europe
as well in 2020-2025. It may not create a major ripple
in the market, still there will be instances and pilots
which will promote customized biosimilar usage among
cancer patients.
Market confidence is critical for both interchangeable

www.sganalytics.com

Small and
Mid caps
gearing up

Data gathering and predictive
analytics will become increasingly
essential in defining treatment
value. Live tracking will increasingly
reveal aspects of the patient
journey which represent barriers to
‘best practice’ care delivery.

and biosimilars. Although the EMA has reserved
its comments on substitution, single-switch trials
conducted in the UK and Norway increased confidence
in the safety of switching a patient from the innovator to
a biosimilar. New players are knocking the door and mid
caps manufacturers are gearing up in the EU market to
compete with the giants in 2020 and beyond, especially
in the oncology segment.
With scores assigned to R&D investment, commercial
revenues and business development, this is a
comprehensive list of the recent performance of some
of the EU’s leading mid-caps in 2019.
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Table 4. Comprehensive list of the recent performance of the EU’s leading mid-caps in 2019
Ranking
Listing
#

Company

Onco-Biosimilar
Products

R&D
Strength

Commercial
Revenues

Business Development Potential

1.

Public Listed

Daratumumab
Ofatumumab

100%

100%

100%

2.

Public Listed

Cancer Vaccines

100%

75%

100%

3.

Public Listed

Emapalumab

75%

75%

100%

4.

Public Listed

NCD Vaccine

50%

100%

100%

5.

Private
controlled

Letrozole ISM

100%

50%

50%

Public Listed

Rituximab
Truxima(C)
Remsima/Infliximab(C)
Herzuma (Trastuzumab)(C)

100%

100%

75%

6.

\

These mid caps are expected to compete with big players such as Roche, Pfizer, Sandoz, Dr Reddy’s, Biocon and more
in next 2 years and ahead.

How To Counter The

Market Complexity
and Competition
in 2020-2021
1.
Comprehensive
Patient Centric
Data Is Missing
Yet Imperative For
Survival
www.sganalytics.com

Researchers are unanimous on one thing: a major thrust of any the European Union
(EU) cancer plan has to be more sharing of patients’ data. Cancer experts agree that
better coordination on data is a medically sound way of tackling the disease. There
many troves of such information, but
few mechanism for combining them.
Rare diseases, including rare
cancers, affect up to 36 million
European citizens. The power of
a database of all the EU cancer
patients, clinically annotated and
with biomarker information is
missing in the market.

“But meaningful research cannot begin
without a critical mass of patient data.
And it is simply not possible on a
member state level.”
EU research commissioner Carlos Moedas
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Amount of non-clinical data determined by the outcome of quality studies. These studies include pharmacodynamic
studies in vitro, which look at binding and activation (or inhibition) of physiological targets and immediate
physiological effects in cells. Pharmacodynamic studies in vivo (animal models) are only done if no suitable in vitro
model exists. In vivo toxicological studies are only required in certain cases, for example when the biosimilar is
produced in a new type of cell or organism, or when the formulation includes new excipients not used previously.
Even the patient data required for Biosimilar studies are different. The aim of studies in humans is not to demonstrate
safety and efficacy in patients, as these have already been established for the reference medicine. Clinical trials are
tailored to confirm biosimilar and to address any questions that may remain from previous analytical or functional
studies.
For each medicine approved through EMA, including biosimilars, EMA publishes a group of documents known as
the European Public Assessment Report (‘EPAR’). In addition to the EU product characteristics, package labeling and
package leaflet, the EPAR documents contain assessment reports on the scientific evaluation of the medicine at the
time of approval and when major changes are introduced. What is missing from this market is the data on patient
switch, prescription switch and indicators which leads to acceptance or rejection of a product in a particular country
compared to entire the EU.

2.
The US Moon Shot
Model May Not Be A
Perfect Answer for
the EU

3.
Differential Strategy
is THE Solution - One
Size Fits All Doesn’t
Work in the EU

Researchers are not sure to what extent the EU efforts should be modeled on the US
Cancer Moon shot. In 2016, 45 years after President Richard Nixon’s “war on cancer”,
president Barack Obama announced the moon shot, with the then vice president Joe
Biden at its head. It is a personal mission for Biden, who lost his son Beau to brain
cancer at the age of 46.
The union of European countries is far different than the US. There are different
rules and regulations across the EU countries so it’s overall more complex. Hence,
if sponsors and promoters are planning to push something similar to monitor the
success of Biosimilar research in the EU, then it is very unlikely that it may succeed.

There are large differences in outcomes of cancer care between the EU countries.
There are published reports that suggest that the absolute expenditures on oncology
drugs per capita and per cancer case are markedly lower in CEE as compared with
WE, although the percentage of GDP spent on oncology drugs is similar. The M/I ratio
correlates strongly with the expenditure on oncology drugs. There are lower incidence
rates and higher mortality rates in CEE; while resulting in higher total numbers of
patients actively treated with curative and palliative intent (prevalence of treated
patients) in WE than in CEE.

Based on Eduard Vrdoljak’s published data, the availability of oncology drugs seems
to be quite high, both in CEE and comparatively more in WE countries. The fact that
the drug has any sales does not indicate the proportion of population in need that was
actually treated with the drug. If countries managed to negotiate lower drugs prices,
the increasing drug use will not be obvious from the relative change in total expenditure. If the use of generic or
biosimilar drugs had been increased, the explained effect might be similar.
Actual availability of novel drugs in populations depends on reimbursement policies and was reported as much lower
in CEE as compared to WE. Availabilities of oncology drugs are different between WE and CEE, and this may affect
the differences in cancer M/I ratio in these countries. High costs and economic burden of cancer therapeutics may
affect patient access. Because of the difference in investment in oncology drugs per cancer case shown in our study,
this effect is higher in CEE than in WE. Health care payers with limited budgets make their decisions on the continuum
between two extremes. One extreme option is investing in novel, more clinically beneficial and more expensive
therapies. An inevitable consequence of this approach is limiting the treatment access to a relatively smaller number
of patients. Another extreme option is investing more in the standard, older, generic, and less costly treatments
addressed to the larger number of patients. In other words, the dilemma is whether to treat selected, limited numbers
of patients with the best available treatments or to provide all patients with a less‐than‐state‐of‐the‐art treatment.
However, expenditures on cancer drugs are part of the total health care expenditure, and the problem of oncology drug

www.sganalytics.com
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costs should be considered in the context of other health services. We have shown that costs of oncology drugs in
CEE and WE constitute 16% and 19% of the costs of all prescription drugs, respectively.
Executing a differential strategy for biosimilars may require building focused marketing and medical communications
organizations or panels, or developing such capabilities through partnering, it is vital for biosimilar sponsors/
manufacturers and distributors to understand capability gaps and develop plans to fill them.
Knowledge of specific market segments in the EU within oncology sub-segments i.e. lung cancer, pancreatic cancer,
head & neck cancer and others are essential because each segment will assess the value of biosimilars differently
and be influenced by varying factors.
Most of the big players have adopted more homogenous approach which has led to slower uptake in few markets
compared to others where the results are still optimized. Marketing products under heavy discount to gain desired
market share may not work in long term. While establishing commercial expertise, reliable market intelligence, and
stakeholder relationships in a new therapeutic area requires a large commitment of expense, effort, time, the cost of
neglecting such parameters is causing differential profit and recovery across the EU.

4.
Benefit Sharing
Model Clubbed With
Switching Has Been
Successful But Not
Replicated Across

By 2025, highly active deals/licensing environment will take over the EU market. The
Active players in the market are expected to compete to keep a stake in the latest,
revolutionary therapy or cure, without leveraging their own resources and shouldering
the significant risk associated with pursuing these opportunities in-house. Asset swap
has already begun in the market and could be more rampant in the next 10 years. With
technology disrupter entering the western market, this archetype could invite the entry
of non-traditional players into the oncology space.
A number of large multi-national technology corporations (Active Value Creators) have
already made inroads into the health space, and this market could represent a key
business goal for such companies in the future. If a biopharmaceutical is a big selling
brand, the company will target biosimilars. In the EU, there are already four companies
that have listed Humira biosimilars, with discounts of up to 80% in some Nordic markets.

In the UK, one of the case studies which has been
appreciated across is the Managed switching program
of Biosimilar infliximab for IBD. The pilot study was
conducted in University Hospital Southampton NHS
Foundation Trust. 134 patients switched from originator
to biosimilar infliximab, only 2 patients have requested
review of the switch on medical grounds. This led to a
saving of 293,000 GBP in 4 months.

5.

“This discount is 10% points higher than we
expected. The company expects to lose about
25% of Humira sales in European Union and
international markets in 2019.”
Rick Gonzalez, CEO Aberdeen

Hospitals shall continue to play a larger role in oncology market and supply crucial
patient data to drug manufacturers (both branded, generic, and biosimilars).

Niche Value Creators (NVC) must actively focus on their commercialization capabilities
for broadest market access following launch. Providers and patients may already be
familiar with the lower cost potential of biosimilars, still educating these stakeholders
about their safety and efficacy will likely require cultivating knowledgeable market
Niche Value Creators
and opinion leaders. At times, securing third-party support or a Virtual Value Creator
and Virtual Value
(VVC) in the form of analytics firm covering social behavior, pricing trends, media,
and other market aspects can assist in product market acceptance. The VVC also
Creators Holds Keys
helps companies build blended strategies i.e. in certain markets, two competitive
For Future
products can be promoted by the same company. The message in such models
should be thoughtful and clear to avoid potential confusion amongst providers about which product to choose for a
particular patient. It may sound complex to begin with, however, promoting both biologics and biosimilars is possible.
Companies can consider this as a winning strategy, the profit margin is kept low for some and high for others.

www.sganalytics.com
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Hospitals are also the virtual value creaters in the EU markets, compared to the physicians who are being targeted
by companies marketing biosimilars. There are several cases in the EU (Finland, United Kingdom, and more) where
the national directives of using biosimilar had translated into enhanced prescriptions of biosimilars in hospital set
ups. The data coming from onco-specialty hospitals across all the major market can become game changer for any
pharmaceutical company in the EU who would like to push more sales of biosimilars.

Conclusion
The EU has a far more developed biosimilars market compared to the USA or APAC, but it should
be noted that the 53 approved biosimilars are not distinct compounds. Some of the approved
biosimilars are different brand names marketed under similar marketing authorizations or the
same application. When the EU and the USA markets are compared, starting from the point when
they approved their first biosimilar, the USA shows a higher rate of approvals.
Biosimilar adoption is not the only measure of success in the EU, reference products may lower
prices to compete and to attempt to retain the market share. Physician led switching has been
proved to be safe in the EU and has not been explored across different markets in the same region.
EMA does not regulate interchangeability, switching, and substitution of a reference medicine by
its biosimilar. These fall within the remit of the EU Member States. This may in turn benefit the
players facing competition and lead them to successful market entry and expansion in 2020-2021
.
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