
The Uncharted Waters of Biologics  
and Biosimilars Product Liability

In 2010, the United States paved the way for the introduction of biosimilars into the market with the passage of the Biologics Price Competition  
and Innovation Act (BPCIA). However, five years later, many questions still remain about how biosimilars and biologics will affect product liability  
law. Five major product liability considerations which could present issues are: notice, naming, process, alternative design and preemption.

WHAT ARE 
BIOLOGICS & 
BIOSIMILARS? 
Biologics are large, complex 
molecules that are derived 
from living organisms, 
such as vaccines, insulin 
and growth hormones. 
Biosimilars are to biologics 
what generic drugs are to 
brand name drugs-with 
some caveats of course.  

Unlike traditional small-
molecule drugs, biologics 
require complex processes 
to make, are much larger 
and are hard to characterize.  
Further, biosimilars are 
only “highly similar” to the 
biologic, but not identical.  

I. SAY HELLO TO MY LITTLE FRIEND, NOTICE. 
Typically, an adverse event in a similar or identical product (i.e. a generic 
version of a small-molecule drug that has the same active ingredients as the 
reference drug) constitutes “notice” of a safety problem to a manufacturer. 
However, a biosimilar could differ enough from a biologic that an adverse 
event relating to a biologic may not constitute notice of a safety problem  
to the manufacturer of the biosimilar. 

II. WHAT’S IN A NAME? IS A BIOSIMILAR  
BY ANY OTHER NAME JUST AS SAFE? 
The BPCIA does not address how biosimilars should be named. Some argue 
the need for unique, nonproprietary names to ensure patient safety because 
biosimilars are not the same as a reference biologic, and unique names 
would speed up the process of product identification, etc. Conversely, 
others say it would be less safe to call a biosimilar something different than 
the reference biologic because it would cause confusion and essentially 
decouple safety reporting and data on biosimilars in the United States from 
biologics elsewhere in the world that follow a uniform naming system. 

III. MAY THE PROCESS BE WITH YOU. 
Biologics require complex manufacturing processes that require twenty 
times as many separate quality checks compared to small-molecule  
drugs. Biologics depend so much on the manufacturing process that 

many experts argue that “the product is the process.” This means the 
smallest changes in manufacturing, storage or mode of administration  
can result in major implications in the safety of biologics, and could 
potentially lead to manufacturing defect claims, which are rare  
nowadays with small-molecule drugs.

IV. SHOW ME THE ALTERNATIVE DESIGN! 
In a design defect suit, the plaintiff must prove the existence of a safer 
alternative design. Generic drugs have the same active ingredients as  
the brand name drug, so they generally aren’t used as evidence of a safer 
alternative design, and vice versa. However, because biosimilars are only 
“highly similar” and not identical to biologics, even the slightest difference 
could provide evidence of a safer alternative design. 

V. HASTA LA VISTA, PREEMPTION. 
Because federal law mandates that generic drugs contain the same labeling 
as the brand name drugs on which they are based, courts have found 
that state failure-to-warn claims against generic drug manufacturers are 
preempted. But there is no similar provision under the BPCIA or other 
federal law for biosimilars. As a result, biosimilar manufacturers may  
not have the benefit of preemption because they are permitted to use  
a distinct label without violating federal law. 
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