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Drug/Drug Class: Targeted Immune Modulators, Lupus Agents PDL Edit
First Implementation Date: October 3, 2024
Proposed Date: July 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Existing Criteria

Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list.  
	
Why Issue Selected:
The targeted immune modulators used to treat systemic lupus erythematosus (SLE) work by varying means to affect immune modulation response. SLE is a chronic autoimmune disease characterized by immunologic abnormalities, especially the production of several antinuclear antibodies, that can impact many organs of the body. Although the cause of SLE is unknown, its effects on the body can be devastating, ranging from mild joint and skin involvement to life-threatening kidney, hematologic, and central nervous conditions. One such condition caused by SLE is lupus nephritis (LN), characterized by inflammation of the glomeruli within the kidneys. A high percentage of individuals diagnosed with SLE will develop LN over their lifetimes. The primary goal of drugs in this therapeutic class is to reduce the inflammatory and immunological processes that lead to organ damage caused by SLE.

Total program savings for the PDL classes will be regularly reviewed.

Preferred Agents:
Benlysta®

Non-Preferred Agents:
Saphnelo®

Setting & Population 
Drug class for review: Targeted Immune Modulators, Systemic Lupus Erythematosus Agents
Age range: All appropriate MO HealthNet participants

Approval Criteria
· Must meet all of the following:
· Must meet one of the following:
· Claim is for a preferred agent;
· Documented compliance on current therapy regimen; OR
· Failure to achieve desired therapeutic outcomes with trial on 1 or more preferred agents:
· Documented 6 month trial period of preferred agents; OR
· Documented ADE/ADR to preferred agents; AND
· Documentation of appropriate diagnosis and participant age range for requested agent:
	Biologic Agent
	Brand
	Indication

	anifrolumab-fnia
	Saphnelo®
	· Systemic lupus erythematosus (aged 18 or older)

	belimumab
	Benlysta®
	· Systemic lupus erythematosus (aged 5 or older)
· Lupus nephritis (aged 5 or older)



Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met.

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL
Default Approval Period: 1 year
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