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Drug/Drug Class: Targeted Immune Modulators, Select Agents PDL Edit
First Implementation Date: January 22, 2004
Revised Date: October 1, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Revision of 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 select agents are a diverse group of agents with a range of indications focusing on immune response modulation. The agents in this class have indications for disease states such as ulcerative colitis, Crohn’s disease, rheumatoid arthritis, polyarticular juvenile idiopathic arthritis, psoriatic arthritis, and plaque psoriasis. The agents vary in both their molecular targets and mechanisms of action, with each agent achieving its immunosuppressive goal via different biological pathways. Agents in this class have mechanisms of action that are unique to other Targeted Immune Modulator PDL classes.

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

Preferred Agents:
Entyvio
Otezla 30 mg

Non-Preferred Agents:
Orencia 
Orencia ClickJect 
Otezla 20 mg, 10 mg/20 mg Starter Pack
Otezla XR
Rhapsido
Sotyktu
Spevigo
Velsipity

Setting & Population 
Drug class for review: Targeted Immune Modulators, Select Agents
Age range: All appropriate MO HealthNet participants aged 2 years or older unless otherwise indicated.

Approval Criteria
· Must meet one of the following:
· Documented compliance on current therapy regimen; OR
· Documentation of appropriate diagnosis and participant age range for requested agent.
· Additional approval criteria for documented diagnoses of Crohn’s disease or Ulcerative Colitis – must meet all of the following:
· Claim is for Entyvio. 

· Additional approval criteria for documented diagnosis of Ulcerative Colitis – must meet all of the following:
· Claim is for Entyvio; OR
· Claim is for Velsipity: must meet all of the following:
Documented trial of 1 preferred 5-Aminosalicylic Acid (5-ASA) agent. Criteria may be found in the Inflammatory Bowel Disease Agents, Oral PDL Edit located here Pharmacy Clinical Edits and Preferred Drug Lists | dss.mo.gov;
Adequate therapeutic 6 month trial of ustekinumab.  Criteria for ustekinumab may be found in the Targeted Immune Modulators, IL-23 Inhibitors and IL-23/IL-12 Inhibitors PDL Edit located here Pharmacy Clinical Edits and Preferred Drug Lists | dss.mo.gov; AND
· Documentation of all of the following prior to therapy:
· Complete blood count (CBC) with lymphocytes (within prior 6 months or after discontinuation of prior therapy);
· Ophthalmic evaluation;
· Electrocardiogram;
· Liver function tests (LFTs) within prior 6 months;
· Examination for cutaneous malignancies; AND
· Vaccination with varicella zoster vaccine in those who are antibody negative.

Additional approval criteria for documented diagnoses of polyarticular juvenile idiopathic arthritis – must meet all of the following:
· Claim is for Orencia; AND
· Adequate therapeutic 6 month trial of tumor necrosis factor (TNF) inhibitor (trial defined as duration of therapy with class not agent).

· Additional approval criteria for documented diagnoses of plaque psoriasis – must meet all of the following:
· Claim is for Otezla, Otezla XR, or Sotyktu; 
· Adequate therapeutic 6 month trial of tumor necrosis factor (TNF) inhibitor (trial defined as duration of therapy with class not agent); AND
· Must meet one of the following:
· Claim is for a preferred agent; OR
· Failure to achieve desired therapeutic outcomes with trial on 1 or more preferred agents:
· Documented trial period of preferred agents; OR
· Documented ADE/ADR to preferred agents.

· Additional approval criteria for documented diagnoses of psoriatic arthritis – must meet all of the following:
· Claim is for Orencia, Otezla, Otezla XR, or Sotyktu;
· Adequate therapeutic 6 month trial of tumor necrosis factor (TNF) inhibitor (trial defined as duration of therapy with class not agent); AND
· Must meet one of the following:
· Claim is for a preferred agent;
· Participant is aged less than 6 years and claim is for Orencia; OR
· Failure to achieve desired therapeutic outcomes with trial on 1 or more preferred agents:
· Documented trial period of preferred agents; OR
· Documented ADE/ADR to preferred agents.

· Additional approval criteria for documented diagnoses of rheumatoid arthritis – must meet all of the following:
· Claim is for Orencia; AND
· Adequate therapeutic 6 month trial of tumor necrosis factor (TNF) inhibitor (trial defined as duration of therapy with class not agent).

· Additional approval criteria for a documented diagnosis of Behcet’s disease – must meet all of the following:
· Claim is for Otezla; AND
· Adequate therapeutic trial of triamcinolone, tetracyclines or colchicine in past 30 days.

· Additional approval criteria for a documented diagnosis of acute graft-versus-host disease – must meet all of the following:
· Claim is for Orencia; AND
· Clinical Consultant Review required.

· Additional approval criteria for a documented diagnosis of generalized pustular psoriasis (GPP) – must meet all of the following:
· Claim is for Spevigo; 
· Participant is 12 years of age or older;
· Adequate therapeutic 6 month trial of tumor necrosis factor (TNF) inhibitor (trial defined as duration of therapy with class not agent); AND
· Documented diagnosis of Generalized Pustular Psoriasis either relapsing (greater than 1 episode) or persistent (greater than 3 months duration); OR
· Documentation of active GPP disease flare defined as all of the following:
· Documented Generalized Pustular Psoriasis Physician Global Assessment (GPPPGA) total score of at least 3 (moderate);
· Presence of fresh pustules (new appearance or worsening of pustules); AND
· At least 5% of body surface area covered with erythema and the presence of pustules.

· Additional approval criteria for chronic spontaneous urticaria – must meet all of the following:
· Claim is for Rhapsido;
· Participant is 18 years of age or older;
· Documentation of therapeutic trial of both an H1 and H2 antihistamine at maximum tolerated dose; AND
Adequate therapeutic 3 month trial of Xolair. Criteria for Xolair may be found in the Targeted Immune Modulators, Misc. Allergy and Asthma Related Monoclonal Antibodies PDL Edit located here Pharmacy Clinical Edits and Preferred Drug Lists | dss.mo.gov.

· Additional approval criteria for Otezla 20 mg, Otezla 10 mg/20 mg Starter Pack, and Otezla XR:
· Must provide reason why 30 mg tablets cannot be utilized.

	Biologic / Generic Name 
	Brand
	Indication

	abatacept
	Orenciaâ
Orencia® ClickJect™
	· Acute graft-versus-host disease prophylaxis (aged 2 or older)
· Polyarticular juvenile idiopathic arthritis (aged 2 or older)
· Psoriatic arthritis (aged 2 or older)*
· Rheumatoid arthritis 

	apremilast
	Otezla®
Otezla XR™
	· Oral ulcers of Behcet’s disease (Otezla only)
· Plaque psoriasis (aged 6 or older)**
· Psoriatic arthritis (aged 6 or older)**

	deucravacitinib
	Sotyktu™
	· Plaque psoriasis
· Psoriatic arthritis

	etrasimod
	Velsipity™
	· Ulcerative colitis

	remibrutinib
	Rhapsido®
	· Chronic spontaneous urticaria

	spesolimab-sbzo
	Spevigo®
	· Generalized pustular psoriasis (aged 12 or older)

	vedolizumab
	Entyvioâ
	· Crohn’s disease
· Ulcerative colitis


*Approvable for participants < 6 years of age without a trial of preferred agents, after a trial of TNF inhibitors
[bookmark: _Hlk205470590]**Otezla 20 mg is available for these indications without trial of a preferred agent for pediatric participants of appropriate age and weight, after a trial of TNF inhibitors


Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met; 
· Claim is for Velsipity and any of the following are present:
· Participant is currently pregnant;
· Presence of MI, unstable angina, stroke, TIA, decompensated heart failure (HF) requiring hospitalization, or Class III or IV HF in the past 6 months; OR
· Presence of Mobitz type II second-degree, third-degree AV block, or sick sinus syndrome or sino-atrial block without a functioning pacemaker; OR
· Claim exceeds maximum dosing limitations for the following:
	Drug Description
	Generic Equivalent
	Max Unit/Day

	RHAPSIDO 25 MG TABLET
	REMIBRUTINIB
	2 tablets

	VELSIPITY 2 MG TABLET
	ETRASIMOD ARGININE
	1 tablet




[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL
Default Approval Period:
· For Rhapsido: 6 months
· For all other agents: 1 year
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