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• Largest biosimilar market in the world, about 60% of the global biosimilar market. As of 
June 2022, 70 biosimilars of 15 originator biological medicines have marketing 
authorization in Europe. (~50 unique products, under different brands) 

• Biosimilar market share as high as 91% for older products (before the approval of the 
first monoclonal antibody biosimilar in 2013) and as high as 43% for newer products 
(approved post-2013)

• European countries, with their large biosimilar markets and diverse healthcare systems, 
serve as valuable examples of different approaches to biosimilar policy.

Learning from European Biosimilar Markets



• Generics and Biosimilars Initiative Journal 

(GaBI Journal). Published in: Volume 9 / 

Year 2020 / Issue 2

• Authors: Michael S Reilly, Esq,

Professor Philip J Schneider, MS, FASHP, 

FASPEN, FFIP

• Analyzed the different approaches to 

biosimilar policy across Europe 

• OBJECTIVE: identify principles which can be 

applied to develop an efficient and 

sustainable biosimilar market.

Whitepaper: “Policy Recommendations for a Sustainable Biosimilars 
Market: Lessons from Europe”



2014: GfK Market Access/European Generics Association (EGA) (now 
Medicines for Europe) 

2015: European Federation of Pharmaceutical Industries and 
Associations (EFPIA) 

2016: Simon & Kucher/Medicines for Europe report: “Payers’ price & 
market access policies supporting a sustainable biosimilar medicines 
market.”

2018: IQVIA; Advancing Biosimilar Sustainability in Europe; 
commissioned and funded by Pfizer.

2019: Patch Consilium study “Towards a sustainable European 
market for off-patent biologics”, commissioned and funded by EFPIA. 

The European Paper examined findings and recommendations of five previous 
studies and reports on biosimilar sustainability in Europe.



There are differences in biosimilar policy within the 
28 EU Member States and the three European 
Economic Area (EEA) countries …



• Different supply and/or demand-side incentives 

• Different degrees of competition 

• Determined either at the national, regional or hospital level, or 
a mixture of these.

• Independent of the kind of policy which is pursued, data suggest 
that biosimilar price and use also depends on therapeutic area 
and the time the biosimilar has been on the market. 



NORWAY and DENMARK are the only European countries to pursue a national 
tender policy for biosimilar products such as adalimumab, etanercept, or 
infliximab. 

• DENMARK will only reimburse the manufacturer with the lowest bidding 
price for a particular molecule, for a 12-month period. This potentially 
requires physicians to switch patients every 12 months.

• NORWAY also engages in a tender process. However, the choice is ultimately 
left to the physician and all lower ranked products are still reimbursed if 
prescribed, i.e. switching is not explicitly mandated as it is in Denmark. 
Tenders in Norway tend to be in effect for one year.

National Tender Markets



1. Increased competition

2. Reduced unit cost of both originator and biosimilars compared to 
price levels prior to the arrival of biosimilars

3. Increased volume consumption of molecules with biosimilar 
competition thus expanding market access and optimizing patient 
dosing

4. Alleviated budget pressures by providing headroom to fund novel 
treatment solutions.

Across All European Markets, Biosimilars Have: 



While the policies by which this has been achieved vary between countries, 
all major European markets share the following principles:

1. Automatic substitution for biologicals is forbidden.

2. All approved biologicals, i.e. originators and their biosimilars, are 
available on the market and are reimbursed when prescribed.

3. Reimbursement decisions on novel treatment solutions are independent 
from biosimilar use and uptake.

4. The time from market approval to first product sales for biosimilars is 
shorter than the time to first sales of novel medicines 

Common Principles Across European Markets:



1. Policies should be designed to incentivize and reward innovation
in all types of biologicals.

2. Healthcare financing must take into account societal benefits 
derived from biological medicines, as well as the unique 
characteristics of biologicals.

3. Procurement practices must provide for multiple suppliers and a minimum term of 12 months.

4. Physicians must have autonomy to choose the most appropriate medicine for their patient, 
including making decisions on switching, which must also be consented to by the patient; no 
automatic substitution.

5. Mandatory brand- name prescribing to avoid unintended switches and a robust pharmacovigilance 
system to report adverse drug reactions (ADRs).

6. Policies with potential to undermine sustainability, such as measures which induce biosimilar 
uptake or promote preferential treatment, thereby limiting physician choice, should be avoided.

The “Gold Standard”: Six Principles



1. Physicians should have the freedom to choose 

between off-patent originator biologicals and 

available biosimilars and to act in the best interest 

of their patients based on scientific evidence and clinical experience.

2. Tenders should be designed to include multiple value-based criteria beyond 

price, e.g. education, services, available dose strengths, and provide a 

sufficient broad choice (multi-winner tenders versus single-winner tenders) to 

ensure continuity of supply and healthy competition.

3. A level playing field between all participating manufacturers is the best way to 

foster competition; mandatory discounts which place artificial downward pressure 

on manufacturers do not engender a sustainable market environment.

Identified Three “Must-Have” Principles:



While countries seek to replicate Europe’s success with biosimilars, some
are ignoring the principles which made it possible … 

FORCED-SWITCHING: CANADA
Some Canadian provinces (Alberta, British Columbia, Quebec, and New Brunswick, have 
begun to forcibly switch patients to the government-chosen biosimilar.

FORCED-SWITCHING: AUSTRALIA
The Australian government has also force-switched patients, including stage IV cancer 
patients. Reimbursement practices have caused manufacturers to cancel planned launches 
and even remove their products from the country. 

In addition to raising concerns among patients and physicians, this may jeopardize the 
long-term sustainability of these countries’ biosimilar markets.
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