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Advances in biologic medicines have revolutionized the treatment of many conditions, including 
cancer, autoimmune diseases, and many genetic disorders. In addition, the FDA is increasingly 
approving a variety of biologic treatments, including biosimilars, giving patients and physicians more 
treatment options than ever before. 

This guide is intended to help patients better understand their treatment options when it 
comes to biologics, including originator biologics and any biosimilar options.

Biologics are medicines and treatments derived from living sources, such as humans, animals, or 
microorganisms like bacteria or viruses. They are typically injectable medicines administered by a 
healthcare professional or, in a growing number of cases, by the patient or their caregiver.  
 
The most commonly used biologics are vaccines. Other examples include gene therapies, allergens, 
blood components, and monoclonal antibodies.

In the U.S., a manufacturer of a new FDA-approved biologic - typically referred to as an “originator” or 
“reference product” - has 12 years of market exclusivity. 

Biosimilars are biologics that are highly similar in structure and function to an originator biologic. 
They are approved by the FDA at the end of the exclusivity period and may be prescribed to treat the 
same conditions. 

While there may be differences in the precise molecular structure and function, FDA approval of a 
biosimilar requires extensive clinical study and evidence to demonstrate that patients experience the 
same treatment effect and safety profile with no clinically meaningful differences from the reference 
product. 

INTRODUCTION

Biologics & Biosimilars
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Evidence suggests biologic markets with multiple biosimilar alternatives can lower prices 
and create system savings. However, because there is no generic-style insurance tier, it is 
currently unclear how much patients benefit in terms of out-of-pocket costs. Actual savings 
will vary based on insurance plans and options. Patients should consult with their physician 
and insurers to determine whether switching to a biosimilar will reduce their out-of-pocket 
healthcare costs. 

While there are some notable differences between generic drugs and biosimilars, both provide 
competing treatment options to brand-name medications. 
 
The purpose of FDA-approved biosimilars is to provide: 

Patients can expect a biosimilar to provide the same benefits and safety profile as the original 
brand-name medication. 

Compared to their reference biologics, FDA-approved biosimilars:

BIOSIMILARS

More Competition = More Options for Patients

Treatment Profile

What Patients Should Know

• Increased competition in biologics markets
• Lower costs to patients and insurers
• More choice and flexibility for treatments
• Faster access to cutting edge medicines 

• Are made from the same types of natural sources
• Provide the same treatment benefits at the same strength and dosage
• Have the same potential side effects
• Are administered the same way
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• Pharmacist discretion
• Prescriber authorization
• Patient and prescriber notification
• Documentation practices
• Substitution limits based on cost

All 50 states and most U.S. territories currently have laws 
in place to allow pharmacists to substitute a biosimilar for 
reference product if:  

Physicians can prescribe whatever biologic 
medication – originators or biosimilars – they 
think is appropriate for the patient, regardless 
of whether it has an interchangeable 
designation from the FDA.

Rules on interchangeability generally apply to 
biosimilars distributed at a pharmacy - which 
are usually self-administered - and not those 
administered by a healthcare professional in 
a hospital or doctor’s office. 

 
 

State Laws on Interchangeability 

Physician Flexibility

Interchangeable
Biosimilars

1. The biosimilar has been designated as 
interchangeable by the FDA 

2. The prescribing physician has not indicated 
that substitution is prohibited

Beyond those baseline requirements, states have varying 
pharmacy regulations and practices in several areas, 
including:

Some manufacturers invest in additional clinical studies 
and data collection to have the FDA designate a new 
biosimilar as “interchangeable” with a reference product. 
To obtain this designation, a manufacturer must present 
evidence to show there are no added risks or reduced 
effectiveness when patients switch back and forth 
between an originator biologic and the new biosimilar. 

This evidence is submitted in addition to what is already 
required to meet the FDA’s rigorous standards for 
biosimilar safety and effectiveness. 

Similar to generic drugs, interchangeable biosimilars 
can be substituted for the reference product by a 
pharmacist without prior physician approval, subject to 
any applicable requirements or restrictions in state law 
(see sidebar). 
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BIOSIMILARS

Safe & Effective
A biosimilar is a safe and 
effective medication that is 
highly similar to a biological 
treatment already approved 
by the FDA - an original or 
reference biologic. 

Interchangeable 
Biosimilars

While all FDA-approved 
biosimilars offer the same 
potential treatment benefits 
as their original biologic, 
some manufacturers 
conduct additional 
studies and submit 
further evidence to obtain 
an “interchangeable” 
designation from the FDA.

Pharmacy Substitution
An FDA-designated 
interchangeable biosimilar 
can usually be substituted 
for the original biologic at 
a pharmacy without prior 
approval or authorization 
from the healthcare 
provider. 

Rigorously Tested
An FDA-approved 
biosimilar is made from 
the same types of organic 
material and is rigorously 
tested to ensure it has 
no clinically meaningful 
differences from its 
reference biologic.

Switching is Safe
A patient can be treated 
with an approved biosimilar 
even if they were first treated 
with an orginator biologic. 
All patients should consult 
with their healthcare provider 
about the risks and benefits 
of any treatment options

Costs May Vary
While competition from 
biosimilars does create 
health system savings, 
changes to an individual 
patient’s out-of-pocket 
costs may vary based on 
their insurance.

Biosimilar and Interchangeable Biologics: More Treatment Choices (FDA)

Fast Facts

ADDITIONAL RESOURCES:

https://www.fda.gov/consumers/consumer-updates/biosimilar-and-interchangeable-biologics-more-treatment-choices

