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Biosimilars offer a similar, lower-cost alternative to biologics, ..lﬂb eeo
increasing patient accessibility

Biologic Biosimilar
Novel Competitive
A biosimilar is a legally approved biological therapeutic bioequIvalence
product that is highly similar to an already
approved biologic, known as the "reference 15 years to 8-10 years to ’
develop -

develop /

product,” with no clinically meaningful
differences in safety, purity, or potency.
Biosimilars are subsequent versions of

innovator biologic products, introduced e e
following the expiration of the reference

product's patent and exclusivity periods..2

/)
Ny,
Reduced price

Patentable Non-patentable

Reference product No clinical variability

Sources: 1. Garcia et al. (2020); 2. Ratih et al. (2021)
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https://pmc.ncbi.nlm.nih.gov/articles/PMC7653109/
https://www.sciencedirect.com/science/article/pii/S0026265X21002277?via%3Dihub
https://pmc.ncbi.nlm.nih.gov/articles/PMC7653109/
https://www.sciencedirect.com/science/article/pii/S0026265X21002277?via%3Dihub

European countries introduced frameworks and policies to

encourage biosimilar’s adoption

*Inbeeo
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2006 - 1st biosimilar

approved in the EU

The EMA approved the first
biosimilar, somatropin, for growth
hormone deficiency and gonadal
dysgenesis.12

2008 - Germany
introduces biosimilars

The Drug Commission of the
German Medical Association
introduced framework for
biosimilars.24

2012 - Spain advocates
biosimilars

The government issued a decree
mandating price cuts for biological
reference products upon
biosimilars entry.2

2013 - ltaly implements
biosimilar policies

AlIFA's 2013 position paper
introduced Italy's biosimilar
framework.®

2014 - France adopts

biosimilars

France introduced biosimilar
substitution to reduce costs and
diversify supply.”

2017 - The UK introduces

biosimilars

NHS England and Wales introduced
framework for biosimilarin 2017
followed by NHS Scotland and
Northern Ireland in 20182

K Variability in biosimilar policies across\
European markets has created
uncertainty around their impact on
pricing dynamics

* Current pricing outcomes are
influenced by multiple factors,
including country-specific prescribing

and switching guidelines, as well as
dissimilar pricing regulations /

Abbreviations: AIFA: Italian Medicines Agency; EMA: European Medicines Agency; BPCI: Biologics Price Competition and Innovation Act; EU: European Union; FDA: Food and Drug Administration;
NHS: National Health System; UK: United Kingdom )
gado-Charro (2020); 2. Olry de Labry (2013); 3. Dieter Ludwig and Dicheva (2017); 4. Arzneimittelkommission der deutschen Arzteschaft (2008); 5.

Sources: 1. Gherghescu and Begona De

Gonzalez et al. (2017); 6. AIFA (2013); 7.

Lantrés et al. (2022); 8. Moorkens et al. (2021)
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https://pmc.ncbi.nlm.nih.gov/articles/PMC7824407/#B4-pharmaceutics-13-00048
https://gabi-journal.net/biosimilars-in-the-european-market.html
https://gabi-journal.net/biosimilars-in-germany-guidance-of-the-drug-commission-of-the-german-medical-association.html#R3
https://www.akdae.de/fileadmin/user_upload/akdae/Stellungnahmen/Weitere/20081209.pdf
https://weber.org.es/wp-content/uploads/2017/11/dt_002_introduccion_de_los_biosimilares_en_espana_vf.pdf
https://www.aifa.gov.it/en/-/position-paper-sui-farmaci-biosimilari-28-05-2013-
https://chambers.com/downloads/gpg/660/006_france.pdf
https://link.springer.com/article/10.1007/s40259-020-00456-5
https://gabi-journal.net/biosimilars-in-germany-guidance-of-the-drug-commission-of-the-german-medical-association.html#R3
https://www.akdae.de/fileadmin/user_upload/akdae/Stellungnahmen/Weitere/20081209.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7824407/#B4-pharmaceutics-13-00048
https://gabi-journal.net/biosimilars-in-the-european-market.html
https://www.aifa.gov.it/en/-/position-paper-sui-farmaci-biosimilari-28-05-2013-
https://chambers.com/downloads/gpg/660/006_france.pdf
https://link.springer.com/article/10.1007/s40259-020-00456-5
https://weber.org.es/wp-content/uploads/2017/11/dt_002_introduccion_de_los_biosimilares_en_espana_vf.pdf

The objective of the research was to evaluate the biosimilar access ..lﬂb e
policies and their pricing dynamics in five major European markets
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Secondary research was conducted to explore the impact of biosimilar policies on the pricing dynamics in EU4 &
UK (France, Germany, ltaly, Spain, and the United Kingdom)

01 | RESEARCH 02 | EXTRACT 03 | ANALYSE

* Launch timelines and pricing data

A TLR was conducted, focusing on for biosimilars approved between » The analysis focused on identifying
country-specific policy January 2019 and May 2024 across the impact of national biosimilar
requirements (e.g. HTA mandates, five markets were sourced from policy frameworks on biosimilar
tendering procedures), financial NAVLIN, while biosimilar uptake pricing dynamics and correlating
models and switching guidelines. D data was obtained from the IQVIA this with biosimilar uptake.

report.l2 D

Abbreviations: EU: European Union; HTA: Health Technology Assessment; TLR: Targeted Literature Review; UK: United Kingdom
Sources: 1. NAVLIN Pricing Database (2024); 2. IQVIA, The Impact of Biosimilar Competition in Europe (December 2023)
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https://data.navlin.com/alspc/#!/detailed
https://www.iqvia.com/-/media/iqvia/pdfs/library/white-papers/the-impact-of-biosimilar-competition-in-europe-2023.pdf
https://data.navlin.com/alspc/#!/detailed
https://www.iqvia.com/-/media/iqvia/pdfs/library/white-papers/the-impact-of-biosimilar-competition-in-europe-2023.pdf

All major European markets, except for the UK, implement
regulated pricing for biosimilars
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Biosimilar pricing policies across EU4 & UK

Regulated Pricing
Policies

Criteriato set the

prices Negotiation

Set % below originator
price (40%)

Set % below originator
price (20%) and
Negotiation

Not beyond a set
maximum price

Free Pricing

NA

Tendering system at

. Retail-level tenders onl
hospital level g

Agency in charge of

. NA
tendering system

National, Regional and
Hospital level

Group of hospitals or
individual hospitals

Regional and Hospital
level

National government,
Regional government or
Group of hospitals

National, Regional and
Hospital level

National government,

Regional government,
Health insurance funds
or Group of hospitals

National and Regional
level

National government

Yes, policy available

No, policy not available

Abbreviations: HTA: Health Technology Assessment; IRP: Internal Reference Pricing; MA: Marketing Authorisation; NA: Not Applicable; NHS: National Healthcare System; UK: United Kingdom
Source: 1. Market review- European Biosimilar Medicine Markets 2023; 2. Craddy (2022)
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https://www.medicinesforeurope.com/wp-content/uploads/2023/09/Biosimilars-Market-Review-2023-final-06-09-2023.pdf
https://remapconsulting.com/biosimilars/how-important-is-hta-when-launching-a-biosimilar-in-the-eu5/

Germany and the UK offer higher financial incentives to encourage ©
the adoption of biosimilars
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Adoption of financial incentives for biosimilar uptake across EU4 & UK

1 I =
-wr
Financial incentives

(inc. gain-share \/ \/

agreements)

Financial penalties \/

Prescription target \/ \/ \/

or quotas (Regional level) (Regional level)

N |2
>

Note: Physician incentives, prescribing guidelines and recommendations and INN prescription are provided by all scope markets
Abbreviations: EU: European Union; UK: United Kingdom
Sources: 1. Machado et al. (2024); 2. Schmidt et al. (2023); 3. Simoens et al. (2024)
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https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1263472/full
https://www.xcenda.com/insights/htaq-spring-2023-the-road-to-successful-biosimilar-uptake-in-europe
https://www.tandfonline.com/doi/epdf/10.1080/14737167.2024.2334343?needAccess=true

Biosimilars had the highest price erosion from the list price in the ..lﬂb eeo
UK (~60%), followed by reductions in France and Germany (~25%)

Biosimilar Price Erosion Across five Major European Markets?!
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N\A

— - K
wr 4
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Note: The analysis excludes net price calculations (due to confidential discounts), which are more relevant in Italy and Spain; therefore, the results should be interpreted with caution.
Abbreviations: NHS: National Healthcare System; UK: United Kingdom
Sources: 1. NAVLIN Pricing Database (2024)

o ‘)Nbeeo Inbeeo.com



https://data.navlin.com/alspc/#!/detailed

When correlating biosimilar uptake with price erosion, the UK O'mbee 0O
strikes an ideal balance - high price reductions yet high uptake

Biosimilar price erosion and uptake across EU4 and UK

75%

70% ‘ '

65% &

60%
° O

55%

Average of Biosimilar Uptake (Q2,
2023, % treatment days)?

50%
0% 10% 20% 30% 40% 50% 60% 70%

Biosimilar Price Erosion Across five Major European Markets
Note: We took the percentage of uptake for each biosimilar and took the average for each market

Abbreviations: NHS: National Healthcare System; UK: United Kingdom
Sources: 1. IQVIA, The Impact of Biosimilar Competition in Europe (December 2023)
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https://www.iqvia.com/-/media/iqvia/pdfs/library/white-papers/the-impact-of-biosimilar-competition-in-europe-2023.pdf

Striking a balance between regulated pricing policies and ..lﬂb eeo
biosimilar uptake is the key for health biosimilar market

Lower cost of biosimilars does not automatically increase the uptake. France, with its
stringent price-setting criteria, has the lowest biosimilar uptake among the five markets

analysed

In contrast, the UK achieves similar pricing to France, while maintaining higher uptake. This
is driven by centralised tenders at national level and NHS switching policies

As biosimilar markets mature, pricing policies should be periodically reviewed to avoid
mechanisms that cause excessive price erosion or decrease the adoption

Abbreviations: NHS: National Healthcare System; UK: United Kingdom
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