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Why is Increasing Biosimilar 
Uptake Important?



Biologics Comprise 43% of U.S. Drug Spending in 2019…
…and this Figure is Growing.



Potential Savings to U.S. Market: RAND 2022 Study

• Savings estimated to be $38.4 billion or 5.9% of 
projected total U.S. spending on biologics from 2021 to 
2025, according to a RAND Corporation study.

• More aggressive biosimilar uptake and competition 
could trigger larger cuts, with savings estimated to be 
as large as $124.5 billion from 2021 to 2025 under the 
most-optimistic scenario.

• The study estimates that most of the expected savings 
from biosimilars would be caused by downward 
pressure on the brand-name biologics they compete 
with, rather than lower biosimilar prices.



Learning from Europe
Europe is widely considered the world leader in the approval 
and commercialization of biosimilars:

• In the European Union (EU), a legal framework for 
approving biosimilars was established in 2003. This 
framework means that biosimilars can only be approved 
centrally via the European Medicines Agency (EMA) and 
not nationally.

• EMA first developed guidelines for the approval of 
biosimilars via an abbreviated registration process during 
2005 to 2006.

• Omnitrope (somatropin) was the first product approved in 
the EU as a biosimilar in 2006.

• First biosimilar monoclonal antibodies (Remisima, 
Inflectra; both for infliximab) in 2013.



Europe Leads in Biosimilar Approvals

http://gabionline.net/Biosimilars/General/Biosimilars-approved-in-Europe accessed 5/15/21

To date, EMA has recommended the approval of 
84 biosimilars (including several different 
marketing authorizations of the same molecule) 
within the product classes of: 

• human growth hormone
• granulocyte colony-stimulating factor
• erythropoiesis stimulating agent
• Insulin
• follicle-stimulating hormone (FSH)
• parathyroid hormone
• tumour necrosis factor (TNF)-inhibitor
• monoclonal antibodies

14 of these were withdrawn, 
leaving 70 biosimilars approved for 
use in Europe.

http://gabionline.net/Biosimilars/General/Biosimilars-approved-in-Europe


“US Biosimilars Market on Pace With Europe”

• Generics and Biosimilars Initiative Journal 
(GaBI Journal). Published in: Volume 9 / Year 
2020 / Issue 4

• Authors: Madelaine Feldman, MD FACR; 
Michael S Reilly, Esq,

• Analyzed the U.S. biosimilar market 
10 years into its biosimilars pathway.

• U.S. is catching up: 28 in first 5 years, vs.
11 approved by EMA in its first 5 years.



U.S. Biosimilar Approvals

https://www.fda.gov/drugs/biosimilars/biosimilar-product-information accessed 8/28/18

• The U.S. adopted its biosimilar approval pathway 
in 2009 and FDA approved its first biosimilar in March 2015. 

• As of approximately 12 years after implementation of the biosimilar approval pathway, 
36 biosimilars have been approved by FDA, with most of those approvals granted in the 
last 3 years. 

• Of these, around 25 are currently on the market and available to patients.

• Note: many of the products approved as 
biosimilars in Europe are approved in the US 
as “follow on biologicals” via the earlier, 
505(b)(2) pathway (e.g. somatropin, insulin, teriparatide.) These medicines are available 
to U.S. patients, just not considered “biosimilars”.

https://www.fda.gov/drugs/biosimilars/biosimilar-product-information


“Interchangeable Biosimilar” (US-Specific Standard)

US-Specific higher regulatory standard. More data is required, usually including switching 
studies. 

An “INTERCHANGEABLE” Biosimilar :

1) Must be a biosimilar (“highly similar” to reference product).

2) Must have same clinical result expected as with reference product.

3) Must create no additional risk to patient when switching back and forth between itself 
and reference product.

4) May be substituted for the reference product without the intervention of the 
prescriber.

Two interchangeable biosimilars have been approved so far. One is on the market, the 
other will launch next year (2023)



U.S. Biosimilar Market Share

2 https://accessiblemeds.org/resources/press-releases/study-finds-us-generic-and-biosimilar-savings-totaled-record-338-billion

• In the US, biosimilars have gained 

significant share in the majority of 

therapeutic areas in which they have 

been introduced:

• 80% for filgrastim biosimilars, 70% for 

trastuzumab and bevacizumab 

biosimilars, and 55% for rituximab 

biosimilars.

• Infliximab biosimilars have had the most 

limited adoption, with approximately 20% 

market share. 



Total Biosimilar Volume: Denmark: 63%; UK: 45%; 
Germany 40%; France 34%, Belgium and Switzerland tied 
at 14%. 

Filgrastim/Pegfilgrastim: 16 European countries had 
> 90% biosimilar utilization in 2018, Ireland was just 27%. 

Anti-TNF biosimilars (adalimumab, etanercept and 
infliximab): Norway and Denmark had 81% and 96% 
biosimilar uptake, respectively, while every other 
country’s utilization was less than 50% .

Variations are influenced 

by government 

involvement, 

reimbursement 

structures and tender 
procurement policies.

U.S. Biosimilar Uptake Rates are Now Similar to European Rates:

Biosimilar Uptake Varies Throughout Europe by Country 
and Product (Usually 20-80% range):



Biosimilars Are Generating 
Substantial Savings in the U.S.

• Biosimilars launch at wholesale acquisition cost (WAC) 
15% to 37% lower than their reference products and 
up to 40% below the reference product’s average sales 
price (ASP).

• As more become available, the increased competition 
has been shown to drive down prices of both 
biosimilars and innovator biologics. 

• In 2019, biosimilars saved the U.S. Healthcare system 
$2.5 Billion. 

• In 2020, that figure more than tripled to $7.9 Billion.



As in Europe, as more and more biosimilars launch in a given product class, 

competition drives prices downward, discounts increase, and biosimilar market 

share in the U.S. goes up: 

• First U.S. filgrastim biosimilar launched with 15% discount over its reference product. 

Today, with increased competition, its discount has increased to 35% and it has now 

attained a majority market share (55%).

• First U.S. rituximab biosimilar launched at a 10% discount over its reference product. A 

few months later the second launched at a larger, 24% discount to compete.

• As it becomes routine to have 3, 4, or 5 biosimilars approved for a reference product we 

expect this trend- and savings- to continue.

Price has been a Key Factor in Boosting U.S. Biosimilar Uptake

https://www.pacificresearch.org/wp-content/uploads/2019/07/BiosimilarsCompetition_F.pdf
https://pharmaintelligence.informa.com/resources/product-content/teva-debuts-us-rituximab-at-a-10-discount
https://generics.pharmaintelligence.informa.com/GB149550/Pfizers-US-Rituximab-Launched-At-A-24-Discount

https://www.pacificresearch.org/wp-content/uploads/2019/07/BiosimilarsCompetition_F.pdf
https://pharmaintelligence.informa.com/resources/product-content/teva-debuts-us-rituximab-at-a-10-discount
https://generics.pharmaintelligence.informa.com/GB149550/Pfizers-US-Rituximab-Launched-At-A-24-Discount


What’s Next for the 
U.S. Biosimilar Market

• 6 adalimumab biosimilars have been approved, including one 
“interchangeable” biosimilar (meaning it can be substituted at the 
pharmacy level without physician involvement). These will 
become available in 2023 after the originator product’s patent 
protection expires.

• These will be the first patient-administered biosimilars, available 
on the pharmacy side (rather than the provider-side (infused in a 
clinical setting). 

• We anticipate this increased competition will lead to continued 
savings as it has on the provider-side. 

• This will be also be a test of to what degree an 
“interchangeable” designation affects physician prescribing and 
formulary design of payers. 

• Potential for reimbursement, regulatory changes – will all 
products compete on a level playing field? 



Thank You for Your Attention


