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WHAT IS A BIOSIMILAR 
MEDICINE?

 A biosimilar (also known as follow-on biologic or 
subsequent entry biologic) is a biologic medical product that 
is almost an identical copy of an original product that is 
manufactured by a different company.



SAFETY OF BIOSIMILAR

 One of the most significant safety concerns with biosimilars
is the potential risk of immune-based adverse reactions. 
Because of their molecular size, biologics can directly induce 
anti-drug antibodies which may have significant 
consequences for both safety and efficacy.



BENEFITS OF BIOSIMILARS

 Biosimilar Insulin

 Now that modern insulin patents are beginning to expire, 
there are new insulins called biosimilars coming on the 
market. These insulins are not called generic because they 
are not identical like generic drugs are. Instead, they using 
similar manufacturing processes to grow a product that is 
similar enough to work about the same.



BIOSIMILARS FOR CANCER EMERGE 
AS PATENTS ON WIDELY USED 
BIOLOGICAL DRUGS EXPIRE

 Biological products, including biosimilars, are large and
generally complex molecules.

 When the patent on the cancer drug trastuzumab
(Herceptin) expires next year, patients who have been
receiving this biological therapy will have another
treatment option: a biosimilar drug —a drug that is very
similar, but not identical, to trastuzumab.

 Last fall, the Food and Drug Administration
(FDA) approved the first trastuzumab biosimilar for the
treatment of some breast and stomach cancers based
on research showing that, in terms of safety and
effectiveness, the drug was comparable to
trastuzumab.
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BIOSIMILARS FOR CANCER EMERGE 
AS PATENTS ON WIDELY USED 
BIOLOGICAL DRUGS EXPIRE

 Addressing the High Costs of Cancer Drugs

 Biological drugs, or biologics, are generally large, complex 
molecules or mixtures of molecules that are derived from 
living organisms, such as yeast, bacteria, or plant or animal 
cells.

 Unlike generic drugs, which have the same active 
ingredients as their corresponding brand-name drugs, a 
biosimilar drug is not an exact copy of its reference product, 
in part because biological drugs are derived from living 
organisms, which are inherently complex.



BIOSIMILARS FOR CANCER EMERGE 
AS PATENTS ON WIDELY USED 
BIOLOGICAL DRUGS EXPIRE

 The first biosimilar to be approved in the United States, in 
2015, was filgrastim-sndz (Zarxio), a biosimilar to filgrastim
(Neupogen), which is used to prevent infection during 
chemotherapy. FDA has since approved ten other biosimilar 
products, including two drugs for treating cancer.

 In addition to trastuzumab-dkst, FDA has also approved a 
biosimilar to bevacizumab (Avastin) for the treatment of 
multiple types of cancer. Called bevacizumab-awwb (Mvasi), 
the biosimilar could reach the US market by 2020, after the 
patent on bevacizumab expires.



BIOSIMILARS FOR CANCER EMERGE 
AS PATENTS ON WIDELY USED 
BIOLOGICAL DRUGS EXPIRE

 And in May, FDA approved the first epoetin alfa
biosimilar for the treatment of anemia caused by chronic 
kidney disease, chemotherapy, or the use of zidovudine in 
patients with HIV infection.
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