
Research Shows that Transitioning
Patients from a Reference Biologic
to a Biosimilar Is Safe and Effective

As more biosimilars launch in the United States and achieve greater availability on formularies, many patients find themselves with increased 
access to safe, effective, and lower-cost biosimilars. Patients should understand that biosimilars are fully vetted through a vigorous, lengthy 
FDA review process, and offer the same clinical benefits and effectiveness of the originator biologic.

The body of research finds no difference in outcome between biosimilars and their reference biologics and between biosimilars to the same 
reference product. Key studies from scientists and regulators prove that  all FDA-approved biosimilars undergo a rigorous evaluation so that 
health care providers and patients can be  confident of the safety, effectiveness, and quality of these products.

KEY FINDING
“Randomized controlled studies and extension studies with a switch treatment period (STP) to or 
from a biosimilar and its reference biologic were identified from publicly available information 
maintained by the U.S. Food and Drug Administration (FDA). These findings were augmented with 
data from peer reviewed publications containing information not captured in FDA reviews. Forty-
four STPs were identified from 31 unique studies for 21 different biosimilars. Data were extracted 
and synthesized following PRISMA guidelines. Meta-analysis was conducted to estimate the 
overall risk difference across studies. A total of 5,252 patients who were switched to or from a 
biosimilar and its reference biologic were identified. This first systematic review using statistical 
methods to address the risk of switching patients between reference biologics and biosimilars finds 
no difference in the safety profiles or immunogenicity rates in patients who were switched and 
those who remained on a reference biologic or a biosimilar.”
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KEY FINDING
“178 studies (accumulating up to approximately 21,000 switched patients) were identified and 
included in the systematic literature review in which switch outcomes from a RP to a biosimilar 
were reported, was identified. Data were derived from both randomized controlled trials and 
real- world evidence. the available switching data do not indicate that switching from a RP to 
a biosimilar is associated with any major efficacy, safety, or immunogenicity issues, in both 
adults and pediatrics.”
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The Biosimilars Forum
The Biosimilars Forum is a nonprofit organization working to 
advance biosimilars in the United States with the goals of expanding 
access and availability and improving healthcare outcomes. 
Since its inception, the Forum has worked to expand the uptake of 
biosimilars throughout the healthcare system through policies that 
will increase access for patients and lower costs through increased 
competition. Forum members represent companies with the most 
significant U.S. biosimilars development portfolios.

All Biosimilars Are Safe and Effective
Biosimilars have already been used extensively in the U.S. and Europe 
with over 5 billion patient days of experience to date. No biosimilar 
approved in the U.S. or Europe has been withdrawn or suspended for 
reasons of safety or efficacy. Health authorities have concluded that 
the monitoring systems for safety concerns “have not identified 
any relevant difference in the nature, severity or frequency 
of adverse events between biosimilar medicines and their 
reference medicines.”

biosimilars-forum@USbiosimilarsbiosimilarsforum.org
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