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FDA Biosimilar Approval Foreshadows IP Litigation Issues 

By Sean Sheridan and Archan Ruparel (September 15, 2021, 4:38 PM EDT) 

In July 2021, the U.S. Food and Drug Administration granted a determination of 
interchangeability to a biosimilar drug for the first time.[1] 
 
This approval has raised expectations for the potential of biosimilars to lower the 
costs of biologic drugs as it is expected to be permitted to be substituted for the 
reference product at the pharmacy.[2] 
 
Collectively, sales of biologics, including biosimilars, have grown substantially in the 
past several years. 
 
As of 2018, biologics accounted for 36% of all prescription drug spending in the 
U.S.[3] As the U.S. biologics marketplace continues to evolve, it will be important 
for both branded biologic manufacturers and biosimilar manufacturers to 
understand the changing dynamics of the market and how those dynamics may 
impact biosimilar litigation. 
 
One critical consideration is the possibility that originator biologics may experience 
price erosion due to biosimilar entry as this can have a significant impact on issues 
such as launch-at-risk decisions, potential damages, settlement evaluation and the 
assessment of irreparable harm. 
 
Below we discuss key features of the biologics marketplace and explain how these economic issues 
impact biosimilar IP litigation. 
 
Biosimilar and Generic Competition 
 
Biologics are large-molecule drugs derived from living organisms and are often used to treat chronic, 
complex and rare diseases. Whereas most small-molecule drugs are chemically synthesized, biologic 
drugs are more complex and therefore require a more complex, and costly, manufacturing process.[4] 
 
In 2019 there were only 400 FDA-licensed biologic products out of the 20,000 prescription drug products 
approved for marketing in the U.S.[5] Although biologics account for only about 2% of all prescriptions, 
many of the best-selling drugs are biologics.[6] Notably, half of the 10 best-selling drugs in 2020 were 
biologics.[7] 
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The biologics marketplace can be segmented into originator biologic products and biosimilar products. A 
biosimilar is a highly similar version of an already approved reference biologic product and has no 
clinically meaningful differences in safety, purity and potency with the reference product.[8] 
 
Biosimilars have captured 20% of volume in the portion of the biologics marketplace that faces 
biosimilar competition.[9] By contrast, among small-molecule drugs, generics have captured 97% of 
volume in market segments that face generic competition.[10] 
 
In addition to obtaining a much smaller share of the marketplace, biosimilars capture share more 
slowly.[11] 
 
The more rapid uptake of generics may be explained by factors such as tiered formularies with lower 
patient copayments for generics than for branded drugs, health plan restrictions limiting formulary 
coverage to generics in certain categories, and, perhaps most importantly, state laws allowing 
pharmacists to automatically substitute generics for brand-name drugs prescribed by physicians. 
 
In addition to uptake, biosimilars and generic drugs differ in the price competition they offer. Although 
the vast majority of small-molecule prescriptions are filled with generic products, generics account for 
only 22% of net spending.[12] This is due to the fact that generics are priced at a significant discount to 
branded products. 
 
A recent study by the FDA demonstrated that a greater number of generic manufacturers selling a given 
drug is associated with lower generic prices.[13] For example, when there are six or more generic 
competitors, prices fall to less than 10% of the original branded drug.[14] 
 
Price erosion for biosimilars is more muted. A recent study that analyzed the net pricing of seven 
biologics facing biosimilar competition found that each additional biosimilar entrant resulted in a 5.4%-
7% reduction of the weighted average price for the product line, where the product line is defined as the 
branded biologic and all biosimilar versions.[15] 
 
Branded small-molecule drugs dispensed at pharmacies do not typically try to compete with generics 
based on price and, in some cases, branded small-molecule drugs may even increase list price after 
generic entry. 
 
In contrast, two recent studies that looked at the list and net price of branded biologics in the U.S. 
following the launch of biosimilars found that net prices of the reference products decreased following 
the launch of biosimilars, although list prices remained flat.[16] 
 
Implications for Biosimilar IP Litigation 
 
Price erosion of the reference product appears more likely to occur with biologics than with small-
molecule drugs, according to the recent literature noted above. 
 
Additionally, when price erosion does occur, the resulting profit loss is likely to be more significant for 
biologic reference products than for small-molecule reference products. 
 
When marginal costs are very low for the originator, as is typically the case in the context of small-
molecule drugs, then a given percentage reduction in the originator's price has approximately the same 
effect on its profits as the same percentage reduction in its unit sales. 



 

 

 
However, as marginal cost is greater and the per-unit profit margin narrows, this is no longer the case: A 
percentage reduction in price when marginal cost is high has a greater effect on profits than the same 
percentage reduction in unit sales. Since biologics tend to be associated with higher marginal costs, lost 
profits arising from price erosion are more likely to be a concern in the context of a biosimilar launch 
than a generic launch. 
 
The competitive dynamics of biosimilars create three important considerations for patent infringement 
litigation. 
 
First, price erosion may affect biologic innovators more than branded small-molecule drugs, so an at-risk 
launch may have a more significant effect on a biologics innovator. 
 
Second, the likelihood that the originator product suffers price erosion may be a significant factor in the 
analysis of irreparable harm, which is part of the four-factor test that plaintiffs generally must satisfy 
when seeking a preliminary injunction.[17] 
 
Third, while the launch of a potentially infringing biosimilar is unlikely to lead to as rapid a decline in the 
reference product's share as would be expected with a generic drug example, if even a small decline in 
the price of a reference product can be attributed to the biosimilar, the potential damages exposure 
could be quite substantial. 
 
This potential exposure should be considered in any damages or settlement analyses performed by 
either party involved in the litigation. 
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