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Next Generation Biosimilars 
 

On July 28th, the Food and Drug Administration (FDA) approved Semglee® as the first interchangeable 
biosimilar insulin product in the United States. Semglee (insulin glargine-yfgn) is indicated to control high 
blood sugar in adults with Type 2 diabetes and adults and pediatric patients with Type 1 diabetes.  This 
approval is different from all prior biosimilars approved in the US.  The interchangeable designation means 
that Semglee is the first biosimilar that can be substituted at the pharmacy, depending on state laws, for 
its reference product Lantus® (insulin glargine), without needing prescriber approval. This is similar to how 
generic drugs can be substituted for brand name medications today.  However, under the current process 
for other non-interchangeable biosimilars, a prescriber must be contacted to change from the reference 
product to a biosimilar. 

Semglee’s interchangeable designation provides its manufacturer Viatris, formerly known as Mylan, the 
first interchangeable exclusivity. This means that the FDA cannot approve a second interchangeable insulin 
glargine product for 12 months from the date of commercial launch with a new product label and new 
National Drug Codes (NDCs).  Viatris has indicated the transition from the current Semglee product to the 
interchangeable package presentation will occur over the next few months and will be completed by the 
end of 2021. As the first interchangeable biosimilar product, Semglee provides patients with an additional 
safe, high quality, and cost-effective treatment option for treating diabetes.  Currently, Semglee will be 
available at a 65% discount from the list price of Lantus.  It’s approval also paves the way for other 
interchangeable biosimilars to do the same in other disease states such as cancer, rheumatoid arthritis, 
and ulcerative colitis. 

The Biologics Price Competition and Innovation Act of 2009 allows the 351(k) regulatory pathway for the 
FDA to review and approve biosimilars. A proposed biosimilar is compared to and evaluated against a 
reference product to verify that the biosimilar has no clinically meaningful differences in terms of safety 
and effectiveness. All biological products are approved only after they meet the FDA’s rigorous approval 
standards. Biosimilars are made with the same types of living sources, are administered the same way, and 
have the same strength, dosage, treatment benefits, and potential side effects as the reference product. 
They may be used in patients who have previously been treated with the reference product as well as in 
patients who have not previously received the reference product. The first biosimilar, Zarxio®, was 
approved in 2015.  To date, a total of 30 biosimilar medications have been approved by the FDA, with 20 
being released in the market, but none with the interchangeability designation. Despite FDA approval, 10 
biosimilars have not yet launched due to patent protection and legal issues with the reference product. 

As demonstrated by Semglee, some biosimilars may be approved for interchangeability.  The FDA does not 
approve a product as interchangeable unless a company specifically seeks an interchangeability 
determination.  For approval as an interchangeable biosimilar, manufacturers must provide additional data 
that reflect how the interchangeable biosimilar may be used in the marketplace with patients. To assess 
the safety of switching, manufacturers generally conduct studies in which patients alternate between the 
reference product and the interchangeable biosimilar and compare those patients to patients who are just 
being treated with the reference product. The results must show no decrease in effectiveness or increase 
in safety risk associated with switching. For example, data submitted by Viatris showed that Semglee can 
be expected to produce the same clinical result as Lantus in any given patient and that the risks in terms of 
safety or diminished efficacy of switching between Semglee and Lantus is not greater than the risk of using 
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Lantus without such switching. As with Semglee, an interchangeable biosimilar product may be substituted 
for the reference product without the intervention of the prescriber. The substitution may occur at the 
pharmacy similarly to how generic drugs are substituted for brand name drugs, subject to pharmacy laws, 
which vary by state. 

Biosimilars and interchangeable biosimilar products like Semglee are the next generation of generics. They 
will provide patients with additional safe, high quality treatment options that should provide cost saving 
opportunities for both payers and patients. In addition, they usher competition and have the potential to 
be a significant driver in reducing prescription drug spending.  The FDA has indicated that biosimilars 
marketed in the United States typically launch with initial list prices 15% to 35% lower than comparative 
list prices of the reference product. According to Biosimilars Forum, increased provider and patient 
education, better patient access, and increased biosimilar utilization could reduce drug costs by 100 billion 
dollars in the next five years. While that may seem like a lofty reduction in prescription drug cost, current 
government support and approval of the first interchangeable biosimilar, Semglee, does signify a first step 
in a brighter biosimilar market that can drive cost saving opportunities in the future. 
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