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PURPOSE 

A. The complexity of characterizing and manufacturing biologic medications creates an 

inherent difficulty in establishing absolute equivalence between two or more products. 

B. A proposed biologic medication may be approved as a “biosimilar” or an “interchangeable 

biosimilar” by the FDA. These designations are published by the FDA in the Purple Book. 

C. Use of biosimilars and interchangeable biosimilars has the potential to reduce medical 

expense and improve access to care. 

 

POLICY 

A. Upon receipt of a medication order or prescription for a biologic medication, the pharmacist 

may automatically substitute one of the following, if available: 

a. An interchangeable biosimilar 

b. A biosimilar for which automatic substitution has been deemed appropriate by the 

medical center 

B. The Purple Book will be used to identify interchangeable biosimilars. The pharmacy will 

establish and maintain a list of other biosimilars for which automatic substitution has been 

deemed appropriate by the medical center. 

C. The prescriber may write “Do not substitute” on the medication order or prescription. 

 

DEFINITIONS 

• Biologic medications: medications often derived from living systems and consisting of 

complex molecules or a mixture of molecules 

• Biosimilar: a biologic medication that is highly similar to and has no clinically meaningful 

differences from an existing reference product 
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• Interchangeable biosimilar: a biosimilar medication that is approved by the FDA as a 

substitute for an existing reference product without involvement of the prescriber  

 

RESPONSIBILITY 

Pharmacy Department 
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