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Executive Summary 
Purpose: 
Ensure appropriate utilization and control of biosimilar agents and their reference products
	
Why Issue Selected:
A biosimilar is a biological product that is very similar to an FDA approved reference biologic and for which there are no clinically meaningful differences in terms of safety, purity, and potency.  The Biologics Price Competition and Innovation Act (BPCI Act) of 2009 created the abbreviated licensure pathway for biological products to provide more treatment options, increase access to lifesaving mediations, and potentially lower health care costs through competition.  The FDA applies rigorous approval standards to all biosimilar products, so patients and health care professionals are able to rely on the safety and effectiveness of a biosimilar just as they would the reference product.  An interchangeable biosimilar meets additional FDA requirements and may be substituted for the reference product without the intervention of the prescriber, subject to state laws.  In certain situations, it is fiscally advantageous for MO HealthNet to establish a preference for either the reference or biosimilar product.  

Setting & Population 
Drug class for review: Biosimilar agents and their reference products
Age range: All appropriate MO HealthNet participants

Approval Criteria
· Claim is for a preferred biologic agent (see Appendix A)

Denial Criteria
· Therapy will be denied if all approval criteria are not met

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “1015” (Brand over Generic)
Rule Type: CE

Appendix A – Preferred and non-preferred biologic agents
	[bookmark: _Hlk116918081]Biologic Agent
	Preferred Agents
	Non-Preferred Agents

	ADALIMUMAB
	HADLIMA
HUMIRA 
	ABRILADA
ADALIMUMAB
AMJEVITA
CYLTEZO
HULIO
HYRIMOZ
IDACIO
SIMLANDI
YUFLYMA
YUSIMRY

	EPOETIN ALFA
	EPOGEN
PROCRIT
	RETACRIT

	FILGRASTIM
	NEUPOGEN
	NIVESTYM
NYPOZI
RELEUKO
ZARXIO

	INFLIXIMAB
	INFLIXIMAB
RENFLEXIS
	AVSOLA 
INFLECTRA 
REMICADE 

	INSULIN GLARGINE
	LANTUS 
LANTUS SOLOSTAR
	BASAGLAR
REZVOGLAR 
SEMGLEE 
SEMGLEE (YFGN) 

	PEGFILGRASTIM
	NEULASTA
	FULPHILA
FYLNETRA
NYVEPRIA
STIMUFEND
UDENYCA
ZIEXTENZO

	RITUXIMAB
	RITUXAN 
	RIABNI 
RUXIENCE 
TRUXIMA 

	TOCILIZUMAB
	TYENNE
	ACTEMRA
AVTOZMA
TOFIDENCE

	USTEKINUMAB
	PYZCHIVA
SELARSDI
	IMULDOSA
OTULFI
STELARA
STEQEYMA
USTEKINUMAB
YESINTEK
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