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Biosimilars

• A biosimilar is a type of biologic medication that is safe, pure, and potent 

for the treatment of many chronic and severe conditions, including:

Chronic Skin Diseases           Chronic Bowel Diseases                     Diabetes                      Macular Degeneration

Arthritis/Osteoporosis       Kidney Conditions                        Some Cancers                  Multiple Sclerosis
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FDA Approved Biosimilar and Interchangeable Products*

Product Class Approvals

Supportive Care

Filgrastim

Epoetin

Pegfilgrastim

Oncology

Rituximab

Bevacizumab

Trastuzumab

& Osteoporosis Denosumab

Autoimmune

Infliximab

Etanercept

Adalimumab

Insulin Glargine

Natalizumab

Tocilizumab

Ustekinumab

Ophthalmology Ranibizumab

Biosimilar

Interchangeable 

Biosimilar

B

I

*as of March 11, 2024

• 48 biosimilars 
approved to 15 
different reference 
products

• 9 approved as 
interchangeable

• 38 marketed
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What are Biologic Medications? 

• Most biologics are made from living sources, such as animal cells and 

microorganisms like bacteria or yeast. 

• Because biologics generally come from living sources and have inherent 

variability, they can be more complicated to produce than drugs made from 

chemicals. 

• Drugs made from chemicals, such as aspirin, can generally be more easily 

copied.

Modified from Mellstedt H, EJC Supplements II, 2013, 3, 



Key Statutory Definitions

Interchangeable 

Product 

Reference 

Product 

Biosimilar 

Product 

Reference 

Product 

Interchangeable Biosimilar 

• Is a biosimilar

• Expected to produce the same clinical result as the reference product (RP) in any 
given patient

• Switching between the proposed product and the RP does not ↑safety risks or 
↓effectiveness compared to using the RP without switching

Biosimilar Product

A biosimilar is a biological product that is highly similar to and has no clinically meaningful differences 
from an existing FDA-approved reference product

Reference Product

A reference product is the single biological product, already approved by FDA, against which a 
proposed biosimilar product is compared (also called an original or originator product)



Biosimilars and Reference Products 

• A biosimilar is highly similar, but not identical, to an 
reference biologic medication (also known as a 
reference product) that FDA has already approved. 

• Biosimilars have no clinical meaningful differences 
from the reference biologic. 

• For biosimilars to be approved by FDA, studies 
must show that there are no differences in the 
safety and effectiveness of a biosimilar and the 
reference product.

Both a biosimilar and its 

reference product:

✓ Are made from the same types of 

sources (e.g., living sources)
✓ Provide the same benefits when 

treating diseases or medical 

conditions

✓ Are given at the same strength 

and dosage
✓ Are not expected to cause new 

or worsening side effects



General Requirements 



Why Aren’t Biosimilars Identical to their Reference 
Product? 

• Because most biologics are made from living 
sources, it is normal for both biosimilars and 
reference products to have minor differences 
between batches of the same medication. 

• This means that biologics cannot be copied exactly, 
and that is why biosimilars are not identical to the 
reference product.

• FDA carefully reviews the differences between the 
reference product and the biosimilar to ensure that 
biosimilars are as safe and effective as the 
reference product. 

No one loaf is an exact copy of 

another, but they are all the same type 

of bread using the same recipe. 



Are Biosimilars the Same as Generic Drugs? 

• Biosimilars and generics are both versions 

of medications already approved by FDA.

• Biosimilars may allow multiple companies 

to enter the market, which may lower the 

cost of a particular biologic medication.

• Biosimilars may offer more affordable 

treatment options to more patients. 

Biosimilars are like generics in some ways, 

but there are differences. 



What are interchangeable biosimilars?

• An interchangeable biosimilar may be substituted at the pharmacy for the reference 

product without the intervention of the prescribing health care provider—much like how 

generic drugs are routinely substituted for brand-name drugs.

• Companies request approval as a biosimilar or an interchangeable biosimilar.



What is the Difference between Biosimilars &  
Interchangeable Biosimilars? 

• Both biosimilars and interchangeable biosimilars 

meet the same high standard of biosimilarity for FDA 

approval and both are as safe and effective as the 

reference product. 

• The difference is that an interchangeable biosimilar 

meets additional requirements related to the 

potential for “pharmacy level substitution.”

• Interchangeability is only relevant to pharmacy-level 

substitution, which depends on state pharmacy laws. 

• Both biosimilars and 

interchangeable biosimilars are 

as safe and effective as the 

reference product they were 

compared to.

• Biosimilars and interchangeable 

biosimilars can both be used in 

place of the reference product.



Using Reference, Biosimilar, and Interchangeable 
Products 

• As it does with all medication approvals, FDA carefully reviews the data provided by 

pharmaceutical companies and takes a number of steps to ensure that all biosimilars meet 

standards for patient use. 

• Patients and health care providers can be confident in the safety and effectiveness of a 

biosimilar and interchangeable product, just as for the reference product. 

• Biosimilar and interchangeable biosimilar products 

can be used in patients who have previously been 

treated with the reference product (i.e., treatment-

experienced), and in patients who have not 

previously been treated with the reference product 

(i.e., treatment-naïve)



Why Would a Patient Switch to a Biosimilar? 

• A patient might switch to a biosimilar because 

of a change in insurance coverage, formulary 

availability, or to save money.

• Depending on state law, a pharmacist may 

dispense an interchangeable biosimilar, much 

like they would give a generic.



Will Biosimilars Save Money? 

• Similar to generic drugs, biosimilars may cost 

less because manufacturers rely on FDA’s 

finding that the reference products are safe and 

effective. The lower cost is not a reflection of the 

safety or effectiveness of biosimilars.

• Because of the lower cost, biosimilars may be 

covered by more insurance companies and offer 

patients additional treatment options.

• Patients can learn more about the price of a 

specific biosimilar by contacting their pharmacy 

or insurance company.



www.PurpleBookSearch.fda.gov

FDA’s Purple Book: Database of Licensed 
Biological Products

http://www.purplebooksearch.fda.gov/


• The database provides patients, payors, clinicians, 
and others with an accessible, easy-to-use online 
search engine with more information about FDA-
approved biological products, including biosimilar and 
interchangeable biological products, and 
their reference products.

• Features tailored to different user needs, including:

• Simple Search and Advanced Search

• User Guide with detailed instructions

• Auto-populated search results

• Additional advanced search filters

• Data download and export options

• Product labeling links

• Show/hide sortable data column options

• Searchable glossary of terms

The FDA Purple Book 

Visit: https://purplebooksearch.fda.gov



The FDA Purple Book: Homepage & Simple Search 

Visit: https://purplebooksearch.fda.gov
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The FDA Purple Book: Simple Search Results 

Visit: https://purplebooksearch.fda.gov
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The FDA Purple Book: Product Details 

Visit: https://purplebooksearch.fda.gov
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The FDA Purple Book: Advanced Search

Visit: https://purplebooksearch.fda.gov
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The FDA Purple Book: Interchangeable Products

Visit: https://purplebooksearch.fda.gov



The FDA Purple Book: Glossary of Terms 

Visit: https://purplebooksearch.fda.gov
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www.fda.gov/biosimilars

FDA Resources and Materials 

http://www.fda.gov/biosimilars


www.fda.gov/drugs/biosimilars/overview-health-care-professionals

Resources for Providers 

>Medscape Continuing Medical Education Courses  

>Fact Sheets  >Infographics  >Videos



• Biosimilar Curriculum Toolkit contains multiple 
types of materials to help faculty integrate 
biosimilars and interchangeable products into 
the education and professional training of health 
care students.

• Goal is to increase knowledge and real-world 
application of concepts among students in health 
care degree programs (Medicine, Nursing, 
Physician Assoc., and Pharmacy).

• Materials are designed to meet a variety of 
needs and are divided into two levels of content.

Resources for Providers 
www.fda.gov/drugs/biosimilars/curriculum-materials-health-care-degree-programs-
biosimilars



www.fda.gov/drugs/biosimilars/basics-patients

Resources for Patients

• Fact sheets, infographics, patient video



https://www.fda.gov/drugs/biosimilars/multimedia-education-materials-biosimilars

Increased Accessibility for Patients and Providers

• Fact sheets, infographics, and flyers in 
nine different languages:

• Arabic​

• French​

• Haitian Creole​

• Korean

• Spanish​

• Simplified Chinese​

• Tagalog​

• Traditional Chinese​

• Vietnamese



Additional Resources

• www.fda.gov/biosimilars for access to all the education materials 
and information about biosimilar and interchangeable products.

• https://purplebooksearch.fda.gov/ The Purple Book: Database of 
Licensed Biological Products for information on biological products, 
including if products are biosimilar to a reference product.

• www.fda.gov/drugsatfda (Drugs@FDA) for information on all FDA 
approved drug products, including labeling and review information.

• https://www.fda.gov/drugs/biosimilars/curriculum-materials-
health-care-degree-programs-biosimilars for curriculum materials 
for health care degree programs

• Guidance Webpage for guidance related to BsUFA, including details 
on BPCI (search on “biosimilar”)

• CDERLearn Training and Education for FDA CE, Medscape CE, and 
other education content- select "biosimilars" under topics.

http://www.fda.gov/biosimilars
https://purplebooksearch.fda.gov/
http://www.fda.gov/drugsatfda
https://www.fda.gov/drugs/biosimilars/curriculum-materials-health-care-degree-programs-biosimilars
https://www.fda.gov/drugs/biosimilars/curriculum-materials-health-care-degree-programs-biosimilars
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances
https://www.fda.gov/training-and-continuing-education/cderlearn-training-and-education


Visit www.fda.gov/biosimilars to learn more! 

Thank you! 

http://www.fda.gov/biosimilars
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